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Title  21 — Food  and  Drugs 

CHAPTER  I— FOOD  AND  DRUG  ADMINIS¬ 
TRATION,  DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

[Docket  No.  76N-0469I 

CERTAIN  FLUOROCARBON  (CHLOROFLU¬ 
OROCARBON)  PROPELLANTS  IN  SELF- 
PRESSURIZED  CONTAINERS 

Warning  Statement  Requirement 
AGENCY:  Food  and  Drug  Adminlstni- 
tiou. 

ACTION:  Final  rule. 

SUMMARY:  This  final  rule  requirea  a 
package  label  warning  statement  (m 
foods,  over-the-counter  (OTC)  human 
drugs,  animal  food,  animal  drugs,  cos¬ 
metics,  and  nonrestricted  medical  devices 
in  self -pressurized  containers  propelled 
by  certain  fluorocarbons,  specifically, 
fully  halogenated  chlorofiuoroalkanes 
(chlorofiuorocarbons) .  This  warning  is 
^tablished  to  alert  the  consumer  that 
chlorofiuorocarbons  may  harm  the  pub¬ 
lic  health  and  environment  by  reducing 
stratospheric  ozone.  TTiis  warning  will 
not  be  required  on  products  specified  in 
the  regulation  In  which  the  use  of  a 
chlorofluorocarbon  propellant  is  essen¬ 
tial. 

EFFECTIVE  DATE:  All  finished  prod¬ 
ucts  initially  introduced  into  interstate 
commerce  on  or  after  October  31,  1977 
shall  cmnply  with  this  regulation. 

FOR  FURTHER  INFORMATION  CON¬ 
TACT: 

Buzz  L.  Hoffmann,  Deputy  Director, 
Environmental  Impact  Staff  (HFS-32) , 
Food  and  Drug  Administration,  De¬ 
partment  of  Health.  Education,  and 
Welfare,  5600  Fishers  Lane,  Rockville, 
MD  20857,  301-443-4502. 

RELATED  ACTIONS:  1.  The  Consumer 
Product  Safety  Commission  (hereafter 
referred  to  as  the  “Safety  Cihtnmission”) 
has  published  elsewhere  in  this  issue  of 
the  J^EDERAL  Register  a  proposed  rule  to 
require  a  warning,  similar  to  the  one  es¬ 
tablished  by  this  rule,  on  all  products 
containhig  chlorofluorocarbon  propel¬ 
lants  that  are  subject  to  the  Consumer 
Product  Safety  Act  (15  U.S.C.  2051  et 
seq.)  (CPSA)  (Ref.  18). 

2.  TTie  Food  and  Drug  Administration 
(FDA)  will  publish  shortly  in  the  Fed¬ 
eral  Register  a  proposed  rule  that  would 
prohibit  the  use  of  chlorofluorocarbon 
propellants  in  all  products  subject  to  the 
Federal  Food,  Drug,  and  Cosmetic  Act  (21 
U.S.C.  201  et  seq.)  (PPDCA) ,  except  for 
specified  essential  uses.  In  the  same  issue 
of  the  Federal  Register,  the  EbiTiron- 
mental  Protection  Agency  (EPA)  will 
propose  a  nde  that  would  restrict  nones¬ 
sential  propellant  uses  of  chlorofluoro- 
carbons  under  the  Toxic  Substance  Con¬ 
trol  Act  (15  U.S.C.  2601  et  seq.)  (TSCA). 

SUPPLEMENTARY  INFORMATION; 
The  warning  established  by  this  rule  was 
proposed  in  the  Federal  Register  of  No¬ 
vember  26,  1976  (41  FR  52071).  In  a 
notice  of  intent  published  in  that  same 
issue  of  the  Federal  Register  (41  FR 
62070) ,  the  Commissioner  stated  his  in¬ 


tention  to  phase  out  nonessential  uses  of 
at  least  chlorofiuorocarbons  in  products 
subject  to  the  FFDCA.  No  change  has 
been  made  in  the  text  of  the  warning 
as  proposed,  but  minor  revisions  have 
been  made  in  the  final  regulation.  Under 
these  revisions,  propellant  uses  of  chloro- 
fluorocarbons  are  subjected  to  the  reg¬ 
ulation,  animal  food  is  expressly  subject 
to  the  regulation,  the  form  of  the  animal 
drug  regulation  is  changed,  the  minimum 
type  size  requirement  of  1/16  inch  is 
applicable  to  all  products  subject  to  the 
regulation,  and  additional  drug  and  de¬ 
vice  products  have  been  determined  to 
be  essential  and  are  exempted  from  the 
regulation.  Hie  reasons  for  the  changes 
are  discussed  below. 

Applicability  of  Regulation 

The  final  regulation  contains  a  pro¬ 
vision  limiting  the  applicability  of  the 
regulation  to  the  use  of  chlorofluoro- 
carbons  in  whole  or  in  part  as  a  propel¬ 
lant  to  expel  other  liquid  or  solid  con¬ 
tents  under  pressure.  The  propellant  uses 
of  chlorofluoiocarbons  are  the  easiest 
uses  to  judge  in  terms  of  essentiality  be¬ 
cause  the  use  Involves  simply  a  means 
of  product  delivery.  Alternative  product 
delivery  systems  for  almost  all  products 
have  long  existed.  Hie  propellant  uses 
are  also  by  far  the  major  uses  of  chloro- 
fluorocarbons  in  FDA-regulated  prod¬ 
ucts.  The  nonpropellant  uses  of  chloro- 
fluorocarbons  involve  various  fimctions, 
and  more  analyses  of  the  alternatives  are 
necessary  before  restricting  these  uses. 

Better  Federal  coordination  is  pro¬ 
moted  by  limiting  regulatory  action  at 
this  time  to  propellant  uses  of  chloro- 
fluorocaibons.  At  this  time,  EPA  intends 
to  restrict  only  propellant  uses  of  chloro- 
fluorocarbons;  around  June  1978,  EPA 
Intends  to  issue  a  proposal  relating  to 
nonpropellant  uses  (Ref.  19).  FDA  has 
coordinated,  and  will  continue  to  co¬ 
ordinate,  its  regulatory  action  with  re¬ 
gard  to  chlorofiuorocarbons  with  the 
other  Federal  agencies  having  regula¬ 
tory  responsibilities.  Accordingly,  FDA 
will  proceed  with  a  proposal  to  prohibit 
nonessential  nonpropellant  uses  of 
chlorofiuorocarbons  after  appropriate 
consultation  with  other  agencies. 

The  Food  and  Drug  Administration’s 
definition  of  “propellant”  in  the  final 
rule  and  in  the  phaseout  proposal  is  sim¬ 
ilar  to  the  definition  of  “aerosol  pro¬ 
pellant”  that  EPA  plans  to  use  in  its 
proposed  rule.  Under  the  definition,  a 
chlorofluorocarbon  is  not  considered  a 
propellant  if  the  pressunized  container 
contains  only  chlorofiuorocarbons  or 
only  gases. 

Because  only  propellant  uses  are  being 
regulated  at  this  time,  the  warning  and 
proposed  phaseout  will  not  apply  to  pres¬ 
surized  cylinders  of  chlorofiuorocarbons 
and  ethylene  oxide  used  for  steriliza¬ 
tion  purposes,  or  to  cylinders  used  simply 
to  transport  chlorofiuorocarbons  for  in- 
dustriai  uses,  as  in  the  case  of  cylinders 
transporting  liquid  food  freezant.  Also 
not  covered  by  the  present  action  are 
FDA-regulated  products  containing  only 
chlorofiuorocarbons  in  which  the  chloro¬ 
fluorocarbon  is  the  active  ingredient. 


The  warning  and  proposed  phaseout 
are  also  not  applicable  to  the  use  of 
chlorofluorocarbons  as  a  stabilizer  in 
food  toppings  and  spreads,  even  though 
the  cliloraltuorocarbon  has  an  incidental 
propdlant  effect.  Hie  data  submitted  in 
response  to  the  notice  of  Intent  indicate 
that  in  these  products  the  chlorofluoro¬ 
carbon  is  used  in  small  amounts,  usually 
less  than  1  percent  of  the  product,  to 
stabilize  the  food  after  dispensing  and  to 
prevent  waste.  The  phaseout  of  this  will 
be  considered  with  the  nonprcHiellant 
uses. 

Generally,  the  warning  is  applicable 
whenever  a  chlorofluorocarbon  is  used 
in  whole  or  in  part  as  a  propellant,  even 
though  the  chlorofluorocarbon  has  an¬ 
other  function,  or  the  product  contains 
anoUier  propellant  or  has  a  barrier  pack 
to  prevent  release  of  the  propellant  dur¬ 
ing  use.  A  chlorofluorocarbon  propellant 
could  be  considered  to  serve  several  func¬ 
tions  in  many  instances  simply  because 
of  its  general  characteristics,  e.g.,  as  a 
fire  retardant,  or  ccxilant.  If  the  exist¬ 
ence  of  a  dual  fimctlon  generally  ex¬ 
empted  products  from  the  regulations, 
the  scope  would  be  reduced  and  the  pur¬ 
pose  of  reducing  nonessential  product 
delivery  uses  would  be  diluted.  Accord¬ 
ingly,  the  regulation  is  expressly  appli¬ 
cable  whenever  a  chlorofluorocarbon  Is 
used  in  whole  or  in  part  as  a  propellant. 
The  only  exceptions  are  stated  in  the 
regulation  and,  as  already  discussed,  in 
these  products  the  chlorofluorocarbon 
has  a  distinct  nonpropellant  purpose  not 
generally  found  in  products.  These  uses 
of  chlorofluorocarbons  will  be  phased 
out.  if  not  found  to  be  essential,  when 
action  is  taken  later  with  respect  to  all 
the  nonpropellant  uses  of  chlorofluoro¬ 
carbons. 

'Hie  final  regulation  is  also  revised  to 
ddete  the  term  “volatile.”  Chlorofluoro¬ 
carbon  propellants  are  or  become  gases 
after  rdease  and  pose  similar  risks  of 
oaone  d^etlon.  As  used  in  the  proposal, 
the  tenn  *^olatlle”  was  Intended  to  be 
simply  descriptive  and  not  to  limit  the 
scope  of  the  regulation.  Thus,  the  dele¬ 
tion  of  this  term  should  have  no  effect. 

Comments  on  Proposal 

One  hundred  and  sixty-two  comments 
were  rec^ved  in  response  to  the  pro¬ 
posal  to  require  the  warning  established 
by  this  rule.  One  himdred  and  thirty- 
three  comments  endorsed  the  Ccanmls- 
sioner's  decision  to  initiate  regulatory 
action  to  phase  out  chlorofluorcxsarbons, 
with  79  of  these  comments  expressly  en¬ 
dorsing  the  requirement  for  a  warning. 
Fifteen  comments  oppxised  the  initiation 
of  any  regulatory  action,  13  of  which  ex¬ 
pressed  opposition  to  the  warning  re¬ 
quirement.  Fourteen  comments  were  con¬ 
cerned  with  exceptions  for  specific  cate¬ 
gories  of  products,  or  with  alternative 
products,  and  expressed  no  clear  views 
for  or  against  regulatory  action.  The 
Commissioner’s  discussion  of  the  com¬ 
ments  received  and  his  response  to  them 
are  set  forth  below. 

All  comments  received  within  a  week 
of  the  close  of  the  comment  period  have 
beoi  analyaed  and  counted  with  the 
timdy  comments.  Some  comments  were 
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received  even  Inter.  The  final  procedural 
reculatkins  poveminc  FDA  rulemakloa 
procedure*  have  only  recently  been  pub¬ 
lished  <*ee  the  ftesiuL  RacKraa  ot  Jan¬ 
uary  25,  1177  (43  FR  4480)  and  subse¬ 
quent  recodiflcation  published  in  the 
FtosRAL  RaciSTBB  of  Idarch  22,  1077  <42 
FR  15552) ),  and  the  Oommiasioner  has 
exereiaed  some  leniency  in  accepting  late 
octninentB.  The  comments  received  more 
than  a  week  late  have  been  screened, 
and  none  presented  any  new  matter  sig- 
nlflcantly  different  from  thp  Issues  raised 
in  the  timely  comments.  Their  numbers 
have  not  been  calculated,  however,  in 
the  description  below  of  the  comments 
received. 

To  give  a  comprehensive  and  orderly 
discussion  of  the  scientific  Issues,  all  the 
comments  raising  scientific  questions  are 
discussed  bdow  irrespective  of  whether 
they  were  submitted  in  respcmse  to  the 
proposal  to  require  the  warning  (Docket 
No,  78N-0459)  or  in  response  to  the  no¬ 
tice  of  Intent  (Docket  No.  76N-0460). 
Purthermore,  the  Commissioner  has  dis¬ 
cussed  some  late  comments  raising 
scientific  iKues  because  of  his  continuing 
efforts  to  monitor  new  sclentUle  develop¬ 
ments.  Similarly,  to  permit  an  orderly 
discussion,  all  comments  relating  to  the 
essentiality  of  products  subject  to  the 
warning  requirement  are  discussed  below 
Irrespective  of  the  docket  to  which  the 
responses  were  submitted. 

Because  the  proposed  warning  was  the 
first  step  in  the  overall  regiilatory  action 
being  t^en,  the  Commissioner  included 
In  the  docket  for  the  warning  proposal 
all  comments  that  related  to  the  general 
need  for  regulatory  action  as  well  as 
those  that  bore  the  designated  docket 
number.  A  few  comments  submitted 
specifically  In  response  to  the  notice  of 
Intent  discussed  issues  that  bore  on  the 
warning  rvoposal.  The  Oxnmlssloner 
recognises  that  some  persons  may  have 
been  confused  about  the  proper  docket 
to  which  they  should  have  submitted 
their  comments.  Accordingly,  the  Com¬ 
missioner  has  reviewed  the  conunents  in 
the  docket  for  the  notice  Intent  and. 
If  a  comment  was  tim^y  and  dealt  ex¬ 
pressly  with  the  proposed  warning,  he 
has  discussed  the  cmnment  below  to  the 
extent  pertinent  to  the  warning.  Some 
comments  taicluded  in  the  docket  for  the 
warning  requirement  raised  issues  that 
related  soMy  to  the  Intended  phaseout, 
and  these  Issues  will  be  discussed  in  the 
preamble  to  the  proposed  phaseout 

Lkgal  Issues:  Statutoby  Authority 

1.  Three  comments  asserted  that  the 
Commissioner  lacked  statutory  authority 
to  require  the  proposed  warning  either 
for  cosmetics  or  for  all  products.  One  of 
the  comments  argued  that  section  201  (n) 
of  the  FFDCA  (21  UJ3.C.  321  (n))  does 
not  authorlxe  the  Commissioner  to  re¬ 
quire  affirmative  disclosures  in  cosmetic 
labeling,  and  that  It  allows  the  (Commis¬ 
sioner  to  take  account  of  material  omis¬ 
sions  In  labeling  only  In  the  case  of  ex- 
jxess  claims  made  In  the  labeling.  The 
comments  also  argued  that  the  Oommls- 
sloner  could  require  warnings  under  sec¬ 


tion  201(11)  of  the  FFDCA  only  with  re¬ 
spect  to  a  "serlouB  haiard**  and  risks  to 
ths  immedlste  user  of  the  product  under 
ciutomsry  c.ondltlnns  of  use,  but  not  risks 
to  the  health  of  other  persons  who  may 
be  indirectly  injured  as  a  result  of  the  use 
of  the  product.  All  three  comments  jiro- 
tested  that  the  Commissioner  does  not 
have  any  authority,  either  under  the 
FFDCA  or  under  the  National  Environ¬ 
mental  Policy  Act  (NEPA),  to  regulate 
environmental  damage  caused  by  prod¬ 
ucts  subject  to  the  FFDCA.  Another 
comment  stated  that  FDA  has  statutory 
authority,  comparable  to  that  of  EPA  and 
the  Safety  Commission,  to  regulate 
viron mental  and  health  rl^  posed  by 
products  within  FDA’s  Jurisdiction. 

ITie  Commlssiooer  rejects  the  com¬ 
ments  that  he  lacks  statutory  authority 
to  issue  this  regulation.  The  Commis¬ 
sioner  hat  relied  fmr  the  warning  requlre- 
ment  not  only  on  section  201  (n)  at  the 
FFDCA  but  also  on  the  adulteratton  and 
misbranding  provisions  of  the  RDCA. 
and  on  NEPA.  and  has  diseussed  In  the 
preamble  to  the  proposed  rule  the  basis 
for  reliance  on  these  provisions.  He 
agrees  that  the  nDCA  authorises  warn¬ 
ings  and  affirmative  disclosures  only  with 
respect  to  serious  hasards  bat,  as  more 
fully  described  •  below,  unlike  the  com¬ 
ments,  the  Commissioner  believes  that 
the  haxard  to  which  this  warning  is  di¬ 
rected  is  a  serious  one.  Every  product 
subject  to  the  RDCA.  including  a  cos¬ 
metic,  makes  sn  implied  claim  of  safety. 
Accordingly,  section  201(n)  of  the 
raDCA  requires  an  affirmative  dis¬ 
closure  of  any  serious  hasard  the  product 
poses.  The  Commissioner  has  previously 
exphilned  (see  the  FtocsAL  Rebbtcb  of 
March  2. 1975  (40  FB  8912) )  his  basis  for 
believing  that  secticn  201(n)  of  the 
FFDCA  requires  affirmative  disclosures 
about  safety  risks. 

The  health  risks  against  which  the 
act  Is  directed  are  not  limited  solely  to 
risks  to  the  immediate  user.  Some  sec¬ 
tions  of  the  FFDCA,  such  as  section  601 
(c),  expressly  refer  to  risks  that  may 
raider  the  pc^uct  ‘^injurious  to  health,** 
a  phrase  that  Congress  used  In  the  same 
sense  as  the  term  **inJurlous  to  users** 
found  in  other  provision  such  as  section 
601(a).  This  IndlcateB  that  Congren 
used  both  terms  in  a  broad  sense  re¬ 
flecting  a  general  concern  for  all  health 
risks  found  In  products  subject  to  the 
FFDCA.  Risks  to  the  health  of  the  im¬ 
mediate  user  under  the  intended  condi¬ 
tions  of  use  are  most  frequently  the  focus 
of  regulatory  concern.  The  FFDCA  pro¬ 
vides  authortty,  however,  to  protect  the 
public  against  other  risks.  The  Commis¬ 
sioner  has,  for  example,  required  warn¬ 
ings  about  the  risk  of  death  from  Inten¬ 
tional  misuse  of  products,  and  risks  of 
explosion  from  Improper  storage  or  dis¬ 
pel  of  self-presinirlzed  ccmtalners,  a 
risk  which  affects  other  persons  besides 
the  Intended  user.  eg..  21  cm  101.17 
(formerly  1.13  prior  to  recodiflcation 
published  In  the  ftoEBAL  Rccisteb  of 
March  15.  1977  (42  FR  14302)).  369.21. 
and  740.1L  The  Commissioner’s  author¬ 
tty  to  issue  those  regulattons  has  been 


upheld  in  an  initial  challenge  (Cosmefic. 
Toiletry  and  Fragrance  Assn  v.  Schmidt. 
400  Supp.  57  (DD.C.  1976),  ameal 
pending).  Ths  failure  to  warn  house¬ 
holders  of  substantial  rMcs  of  Injury  or 
Illness,  such  as  flammability  rtsks,  posed 
by  foods,  drugs,  and  coemeties  may  make 
the  product  misbranded  <16  CTR 
1500.81). 

The  usual  condition  of  use  of  self- 
pressurteed  containers  Involves  a  rriease 
of  chlorofluorocarbons  into  the  atmos¬ 
phere.  Thus,  the  risks  from  chlorofluoro- 
cartxMi  rriease  is  a  hasard  associated 
with  customary  use  of  the  products. 

Recent  congressional  action  reflects  a 
recognition  that  FDA  has  authority  to 
regulate  unreasonable  rtsks  to  health  or 
the  environment  which  are  directly  or 
indirectly  caused  by  foods,  food  addi¬ 
tives,  drugs,  cosmetics,  and  devicea.  Con¬ 
gress  exempted  these  products  from  the 
recently  enacted  TSCA.  By  creating  the 
exemption.  Congress  did  not  to 

leave  any  gaps  In  the  regulatory  author¬ 
ity  to  deal  with  risks  posed  by  chemicals. 
As  stated  by  the  House  Committee,  In 
H.  Kept.  94-1341,  94th  Cong..  2d  Sess, 
page  10  (1976)  :  “The  intent  of  the  com¬ 
mittee  in  excluding  these  Items  is  to  ex¬ 
clude  from  coverage  under  the  bill  Items 
which  may  be  regulated  under  the  Fed¬ 
eral  Food.  Drug,  and  Cosmetic  Act.  By 
adopting  the  definitions  given  the  items 
by  the  Act  the  Committee  has  made  the 
exclusion  of  these  items  from  the  bin 
coextensive  with  the  authority  to  regu¬ 
late  them  imder  the  Federal  Pood,  Drug, 
and  Cosmetic  Act."  In  view  of  Congress’ 
concern  with  preventing  unreasonable 
direct  and  indirect  health  and  environ¬ 
mental  risks  posed  by  chemicals.  Con¬ 
gress  would  not  have  created  the  exemp¬ 
tion  if  it  did  not  accept  as  the  appro¬ 
priate  Interpretation  of  the  FFDCA 
that  TOA  can  regulate  these  rtsks  when 
posed  by  foods,  food  additives,  drugs, 
cosmetics,  and  devices. 

Forthermore,  Industry  representatives 
have  argued  that  the  States  do  not  have 
authority  to  require  warnings  about 
environmental  and  other  risks  posed  by 
products  containing  chlorofluorocar- 
bons,  in  part,  because  State  authority 
is  preempted  by  ruA’s  statutory  author¬ 
ity  to  require  cautionary  labeling.  One 
trade  assoclatian  brought  to  the  atten¬ 
tion  of  a  State  agency  PDA’s  notice  la 
the  Federal  Register  of  July  16, 1975  (40 
PR  29914),  relating  to  ozone  depletion 
risks  from  fluorocarbons,  with  the  com¬ 
ment  that  “It  is  clear  that  the  Federal 
Oovemment  not  only  has  Jurisdiction 
over  aerosol  products,  but  also  Is  actively 
exercising  that  Jurisdiction  •  •  •  •• 
(Ref.  20).  TTie  preemption  argument  is 
premised  on  the  existence  of  statutory 
authority  In  FDA  to  require  cautionary 
labeling  with  respect  to  all  types  of  risks 
posed  by  products  subject  to  the  FFDCA. 
Thus,  at  least  imtll  FDA  initiated  this 
action,  many  segments  of  the  affected 
industry  have  apparently  accepted  that 
FDA's  authority  reaches  the  risks  from 
ozone  depletion  posed  by  the  use  of 
chlorofluorocarbons  In  products  subject 
to  the  FFDCA. 
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Legal  Issites:  Need  roR  Uniform  Federal 
Approach 

2.  One  comment  contended  that  the 
warning  was  discriminatory,  and  there¬ 
fore  illegal  under  the  Administrative 
Procedure  Act  (5  U.S.C.  706(2)  (A) ),  be¬ 
cause  PDA  did  not  have  a  “imiform  ap¬ 
proach”  for  regulating  the  aerosol  prod¬ 
ucts  under  its  jurisdiction  that  was 
“consistent”  with  the  approach  of  the 
other  Federal  agencies  regulating  aero¬ 
sol  products  containing  chlorofluorocar- 
bons.  According  to  the  comment.  EPA 
has  been  asked  by  FDA  and  the  Safety 
Commission  to  be  the  lead  agency  in 
developing  a  imiform  regulatory  ap¬ 
proach,  and  EPA  has  considerable  ex¬ 
perience  and  expertise  in  environmental 
matters.  TTierefore,  PDA  should  with¬ 
draw  the  proposed  warning  and  coordi¬ 
nate  its  actions  with  EPA  in  phasing  out 
uses  of  chlorofluorocarbons.  The  com¬ 
ment  further  stated  that  FDA’s  proposed 
warning  was  inconsistent  with  the  state¬ 
ment  required  by  EPA  on  pesticides,  and 
that  FDA’s  proposal  was  developed  “ap- 
paroitly”  ^thout  consultation  with 
EPA.  It  was  also  argued  that  Congress 
endorsed  a  postponement  of  any  pro¬ 
posals  for  regulatory  action  until  Janu¬ 
ary  1978,  as  evidence  by  the  provisions 
authorizing  EPA  to  issue  regulations  In 
1978  governing  substances  that  affect 
the  stratosphere,  as  found  In  bills  to 
amend  the  Clean  Air  Act  that  pMtssed 
each  House  In  the  last  session  of  Con¬ 
gress.  Other  comments  also  criticized 
PDA  for  acting  dlffer«itly  from  EPA, 
but  did  not  assert  that  FDA  action  was 
illegal  simply  because  it  was  different 
from  EPA’s  approach. 

The  Commissioner  believes  that  co¬ 
ordination  among  Federal  agencies  is 
appropriate  and  has  pursued  coordina¬ 
tion  actively  on  this  matter.  Already  In 
the  record,  as  reference  17.  is  a  letter 
from  the  then  Commissioner  to  the 
Council  on  Environmental  Quality  (here¬ 
after  referred  to  as  “the  Council”)  In 
which  the  then  Commissioner  stated  his 
Intention  to  Initiate  a  phaseout  of  the 
use  of  chlorofluorocarbons  in  products 
subject  to  the  FFDCA.  He  suggested  that 
the  Council  coordinate  Federal  regula¬ 
tory  activity  through  the  Interagency 
Task  Force  on  Inadvertent  Modiflcatlon 
of  the  Stratosphere  (IMOS  Task  Force) 
and  that  the  Council  designate  EPA  as 
lead  agency  to  coordinate  the  environ¬ 
mental  Impact  statement.  A.s  a  result, 
the  Council  held  meetings  with  the  af¬ 
fected  Federal  regulatory  agencies  (Ref. 
21) .  All  the  agencies  agreed  to  c(X)perate 
in  preparing  the  necessary  documents 
relating  to  the  environmental  impact  of 
the  action  being  taken,  with  EPA  taking 
the  lead  in  coordinating  the  preparation 
of  these  documents.  EPA  has  coordinated 
this  effort  through  the  working  group 
responsible  for  developing  the  EPA 
phaseout  proposal.  FDA  personnel  have 
participated  in  the  meetings  of  the  work¬ 
ing  group  which  is  chaired  by  EPA.  The 
woriilng  group  has  also  served  to  keep 
each  agency  Informed  of  the  steps  of 
the  other  agencies  In  preparing  for  the 
phaseout 
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A  commitment  to  coordination,  how¬ 
ever,  does  not  mean  that  all  agencies  will 
act  Identically,  or  that  any  one  agency 
has  the  lead  responsibility  to  determine 
the  approach  that  should  be  taken  by 
all.  The  aim  of  coordination  Is  to  explore 
the  possibilities  of  taking  similar  actlcm, 
and  to  understand  the  reasons  for  a  dif¬ 
ferent  approach  If  one  agency  believes 
It  advisable.  The  Commissioner  rejects 
the  argument  that  the  approach  of  FDA 
Is  Illegal  merely  because  It  Is  not  Identical 
with  the  approach  adopted  by  another 
agency.  Eacdi  agency  has  the  responsi¬ 
bility  for  administering  a  distinct  statute, 
and  Its  actions  apply  to  different  types 
of  industries  and  uses.  Thus,  the  par¬ 
ticular  regulatory  situation  an  agency 
deals  with  may  warrant  different  treat¬ 
ment.  In  addition,  Judgments  may  differ 
on  matters  of  policy.  Each  agency  has 
the  ultimate  responsibility  to  be  sure 
that  It  has  acted  appropriately  under  Its 
particular  act. 

The  Environmental  Protection  Agency 
and  FDA  plan  to  propose  essentially  par¬ 
allel  and  complementary  phaseout  ac¬ 
tions.  The  proposals  differ  hi  matters  of 
form,  but  that  difference  Is  largely  at¬ 
tributable  to  the  differences  in  termi¬ 
nology  and  structure  of  the  statutes  and 
existing  regulations  each  administers. 
Hie  Safety  Commission  has  preliminary 
found  that  the  use  of  certain  chloro¬ 
fluorocarbon  propellants  present  an  un¬ 
reasonable  risk  of  Injury  and  has  In¬ 
structed  Its  staff  to  prepare  a  draft  no¬ 
tice  proposing  to  declare  products  subject 
to  the  CPSA  containing  the  propellants 
to  be  banned  hazardous  products  (Ref. 
22) .  The  Safety  Commission  also  stated 
that  if  EPA  proposes  a  rule  under  TSCA 
which  renders  action  by  the  Safety  Com¬ 
mission  imnecessary  the  Safety  Commis¬ 
sion  may  terminate  Its  proceeding. 

The  Federal  agencies  have  differed  to 
some  extent  in  their  approach  to  a  label¬ 
ing  requirement  about  the  presence  of 
chlorofluor(x:arbon  propellants.  All  three 
agencies  have  recognized  the  suitability 
of  Imposing  some  type  of  labeling  re¬ 
quirement,  but  they  have  differed  in  their 
approach  to  the  text  and  the  applica¬ 
bility  of  the  requirement.  In  part  because 
of  reasons  of  policy,  and  In  part  because 
of  differences  in  the  tsrpe  of  products  they 
regulate. 

The  Safety  Commission  has  published 
elsewhere  in  this  issue  of  the  Federal 
Register  a  proposed  rule  that  would  re¬ 
quire  a  warning  on  all  the  aerosol  prod¬ 
ucts  containing  chlorofluorocarbons  it 
regulates.  The  text  of  the  warning  pro¬ 
posed  by  the  Safety  Commission  will  be 
similar  to  the  one  required  by  FDA  in 
this  regulation 

The  Environmental  Protection  Agency 
has  also  required  labeling  but  only  in 
the  form  of  a  descriptive  statement  on 
pesticides  that  “This  product  contains 
chlorofluorocarbon  11  (or  12).”  EPA  has 
not  required  a  warning  on  pesticides,  or 
any  labeling  on  any  other  products  it  reg¬ 
ulates.  The  Food  and  Drug  Administra¬ 
tion  informed  the  Council,  EPA.  and  the 
Safety  Commission  In  early  October  that 
FDA  Intended  to  propose  a  warning 
statement  as  the  first  step  in  a  phaseout 


program.  The  Environmental  Protection 
Agency  subseiiueiitly  Issued  its  notice 
providing  for  labeling  on  pesticides  but 
not  a  warning.  The  Pood  and  Drug  Ad¬ 
ministration  considered  the  text  of  the 
EPA  labeling  notice  before  it  issued  its 
proposed  regulation;  FDA  decided  that 
a  warning  requirement  was  more  ap¬ 
propriate.  In  the  C(xnmissioner’s  Judg¬ 
ment,  consumers  may  not  understand 
the  significance  of  a  presence  of  a  chlo¬ 
rofluorocarbon  in  a  prcNluct,  and  the 
hazard  posed,  from  a  statement  that 
simply  states  that  the  product  contains 
a  chlorofluor(x:arbon.  Some  consumers 
may  assume  the  statement  is  made  to  in¬ 
dicate  an  especially  valuable  ingredient, 
and  they  may  interpret  the  statement 
as  a  reason  for  purchasing  the  product. 
Thus,  on  policy  grounds,  FDA  adheres 
to  the  view  that  a  warning  statement 
should  be  required. 

The  Ekivlronmental  Protection  Agen¬ 
cy  has  made  only  pesticides  subject  to 
its  labeling  requirement.  Many  of  the 
other  uses  of  chlorofluorocarbons  regu¬ 
lated  by  EPA  are  Industrial  ones,  and 
labeling  cm  the  immediate  container  of 
industrial  products  may  have  less  impact 
on  purchases. 

Hie  Commissioner  also  points  out  that 
most  nonessential  uses  of  chlorofluoro¬ 
carbon  propelhuits  occur  in  products 
subject  to  FDA’s  Jurisdiction.  Eighty  per¬ 
cent  of  the  releases  of  chlorofluorocar¬ 
bons  fr(xn  self-pressurized  containers  in 
the  U.S.  has  been  from  FDA-regulated 
products.  Hius,  the  Commissioner  be¬ 
lieves  he  has  a  special  responsibility  to 
ensure  that  action  is  taken  promptly  to 
reduce  the  risk  from  these  nonessential 
uses  under  FDA’s  Jurisdiction.  The  es¬ 
tablishment  ol  the  warning  requirement, 
provided  for  In  this  document,  helps  to 
meet  that  responsibility. 

Hie  Commissioner  rejects  the  argu¬ 
ment  that  FDA  should  not  act  because  of 
the  timetable  for  regulatory  action  found 
in  unenacted  bills  to  amend  the  Clean 
Air  Act  in  the  last  session  of  Congress. 
The  bills  were  not  enacted  and,  like  all 
bills,  they  are  not  the  authoritative  ex¬ 
pression  of  congressional  Intent.  Fur¬ 
thermore,  the  bill  reported  by  the  Con¬ 
ference  would  have  allowed  EPA  to  act 
before  1978  if  the  Administrator  found 
that  regulation  was  necessary  to  pre¬ 
vent  an  effect  that  might  reasonably 
have  been  anticipated  to  endanger  the 
public  health  or  welfare  (Ref.  23).  F\ir- 
thermore,  the  bills  did  not  repeal  FDA’s 
existing  authority,  and  the  Conference 
Report  Indicates  that  there  was  no  in¬ 
tention  to  supersede  or  preempt  the  au¬ 
thority  other  Federal  agencies  might 
have  with  respect  to  the  same  or  similar 
hazards  presented  by  products  within 
their  Jurisdiction. 

Legal  Issues;  iNsurriciENT  Benefit  and 

Need  for  IbfviRONMENTAL  Impact 

Statement 

3.  TTiree  comments  stated  that  the 
Commissioner’s  warning  proposal  was  ir¬ 
rational  because  it  provided  too  specula¬ 
tive  and  small  a  benefit,  even  under 
FDA’s  estimates,  to  Justify  the  require¬ 
ment  or  to  warrant  the  cost  of  relabel- 
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the  phueout  of  nonewenUal  propellant 
uaes  of  chlorofluorocarboDs  in  FDA-reg¬ 
ulated  producti  which  FDA  will  propose 
shortly.  Hie  draft  environmental  im¬ 
pact  statement  relating  to  the  phaseout 
will  be  publicly  available  within  a  short 
period.  Thus,  the  Commissioner  contin¬ 
ues  to  believe  that  a  separate  environ¬ 
mental  impact  statement  for  the 
warning  need  not  be  prepared  and  com¬ 
pleted  before  a  final  rule  requiring  a 
warning  is  issued. 

At  the  meetings  held  by  the  Council 
to  coordinate  Federal  agency  action 
with  respect  to  fluorocarbons  (Ref.  21). 
mA  described  its  Intent  to  require  a 
warning  as  an  initial  step,  propose  a 
phaseout  later,  and  prepare  an  environ¬ 
mental  impact  statement  only  for  the 
phaseout  The  Council  representatives 
concurred  in  the  position  that  a  separate 
environmental  impact  statement  is  not 
necessary  for  the  warning  requirement 

The  Commissioner  notes  that  he  has 
prepared  an  environmental  impact  anal¬ 
ysis  report  and  an  environmental  as¬ 
sessment  report  on  the  effects  of  a  warn¬ 
ing.  The  warning  is  being  required  for 
environmental  and  health  reasons.  The 
preamble  to  the  proposed  rule  discusses 
the  reasons  in  detail,  and  this  dociunent 
responds  to  the  comments  received  from 
the  public  on  the  preamble.  Thus,  in 
substance,  the  Commissioner  has  already 
stated  the  environmental  impacts  of  a 
warning  and  the  public  has  had  an  op¬ 
portunity  to  comment  If  anyeme  believes 
that  the  overall  phaseout  action,  or  the 
warning  which  is  a  part  of  that  action, 
has  an  adverse  environmental  effect  that 
has  not  been  considered,  they  may  com¬ 
ment  on  the  phaseout  proposal  and  the 
draft  environmental  Impact  statement 
The  Commissioner  will  monitor  com¬ 
ments  received,  and  will  act  promptly  if 
the  comments  indicate  the  need  for  any 
changes. 

Lastly,  the  Commissioner  points  out 
the  time  period  during  which  the  warn¬ 
ing  is  to  be  In  effect  is  uncertain.  In  re¬ 
sponse  to  comments,  as  discussed  below, 
he  has  extended  the  effective  date  for 
including  the  warning  in  the  labeling.  In 
the  phaseout  proposal,  he  has  established 
the  tentative  target  dates  for  the  phase¬ 
out.  Hiese  dates  may  be  extended,  how¬ 
ever.  in  response  to  comments  or  to 
achieve  suitable  coordination  with  EPA’s 
actions  to  i^aseout  nonessential  aerosol 
propellant  uses.  Thus,  the  warning  could 
be  in  effect  for  less  than  2  years,  but  it  is 
also  possible  that  the  duration  of  the 
warning  could  be  longer.  The  Commis¬ 
sioner  views  the  warning  as  rational,  not¬ 
withstanding  its  temporary  duration,  be¬ 
cause  the  warning  can  be  Implemented 
promptly  and  can  continue  until  the 
phaseout  regulation  becomes  effective. 


sequences  from  chlorofluorocarbon  re¬ 
lease  as  a  “speculative  possibility”  be¬ 
cause  of  the  remaining  scientific  uncer¬ 
tainties.  The  comments  urged  that  any 
regulahMT  action  be  delayed  at  least  2 
years,  until  research  was  completed  to 
explore  the  scientific  uncertainties.  All 
the  comments  referred  to  the  report 
(Ref.  8)  on  “Halocarbons:  Environ¬ 
mental  Effects  of  Chlorofluoromethane 
Release" '  of  the  Committee  on  Impacts 
of  Stratospheric  Change  of  the  National 
Academy  of  Sciences  (NAS  Committee) 
and  criticized  the  Commissioner  for  not 
following  the  NAS  Committee's  recom¬ 
mendation  that  regulatory  action  be  de¬ 
layed  for  up  to  2  years  to  permit  fiuther 
research.  The  uncertainties  mentioned 
in  these  comments  included  photochem¬ 
ical  reaction  coefficients  and  atmospheric 
transport  rates,  the  nature  and  amount 
of  "minor  species”  in  the  atmosphere,  the 
processes  which  may  control  their 
abundance,  the  limitations  In  the  repre¬ 
sentation  of  atmospheric  dynamics  by 
one-di  mensional  models,  speculation 
about  other  possible  sources  of  oaone,  dis¬ 
covery  of  new  “sinks,"  such  as  h}dro- 
chlorofluorocarbon  21.  which  might 
lower  ozone  depletiim  levels,  and  the 
existence  of  chemical  and  feedback 
processes  not  included  in  the  NAS  modeL 
One  comment  submitted  late  listed 
several  research  projects  sponsored  by 
an  industry  association  to  resolve  uncer¬ 
tainties. 

The  Commissioner  is  aware  that  there 
are  uncertainties,  but  he  stated  in  the 
preamble  to  the  proposed  rule  the  rea¬ 
sons  why  be  believed  action  was  war¬ 
ranted  at  this  time  despite  the  existence 
of  some  uncertainties  and  the  recom¬ 
mendation  for  further  research  by  the 
NAS  Committee.  The  best  available  in¬ 
formation  still  indicates  that  chloroflu- 
or(x^rbon  release  will  affect  strato¬ 
spheric  ozone  to  some  extent.  The  prin¬ 
cipal  uncertainty  relates  simifly  to  the 
amount  of  ozone  that  will  be  depleted. 
The  NAS  Committee  foxmd  in  its  report 
that  selective  regulation  of  chlorofluoro¬ 
carbon  11  and  12  is  “almost  certain"  to 
be  necessary.  The  Commissioner  believes, 
based  on  his  continued  monitoring  of  the 
scientific  research,  that  the  NAS  esti¬ 
mate  of  ultimate  reduction  of  strato- 
sidieric  ozone  on  the  order  of  7  percent 
still  has  general  support  among  the  sci¬ 
entific  community  as  the  best  estimate 
based  on  currently  available  information. 

Further  research  as  recommended  by 
the  NAS  Committed  might  serve  to  es¬ 
tablish  that  the  ozone  depletion  level  is 
around  2  percent.  The  NAS  Committee 
believed  that  the  consequences  of  a  2 
percent  reduction  are  tolerable,  but  the 
Commissioner  disagrees,  as  already 


Ing.  Furthermote,  the  comments  argued 
that  the  warning  would  have  even  leas 
effect  mi  oaone  reduction  and  on  health 
than  assumed  by  FDA.  Alternatively,  the 
comments  argued,  if  the  proposed  warn¬ 
ing  would  have  sufficient  impact  to  be 
Justified,  any  final  regulation  mandating 
a  warning  would  be  unlawful  under 
NEPA  and  FDA’s  envlrmunental  regula¬ 
tions  in  21  CFR  Part  25  (formerly  21 
CFR  Part  6,  prior  to  recodifleation  pub* 
llshed  in  the  Feoxkal  Rscism  of  March 
22.  1977  (42  FR  15553))  unless  acootn- 
panied  by  a  comprehensive  final  environ¬ 
mental  impact  statement. 

'The  Commissioner  has  discussed  be¬ 
low  in  more  detail  the  reasons  why  some 
comments  did  not  view  the  warning  as 
having  a  sufficient  benefit  to  be  rational. 
He  concludes  that,  notwithstanding  the 
continued  uncertainty  about  the  precise 
degree  of  ozone  depletion,  and  the  exact 
extent  of  adverse  health  and  environ¬ 
mental  consequences  that  may  occur,  the 
risk  of  harm  is  substantial  and  Is  suffl- 
clMit  to  warrant  taking  regulatory  action 
at  this  time  to  reduce  nonessential  uses 
of  chlorofluorocarbons.  The  requirement 
Is  a  rational  first  step  In  the  program  to 
reduce  and  i^ase  out  nonessential  uses 
of  chlorofluorocarbons.  It  can  be  imi4e- 
mented  relatively  quickly,  and  it  should 
discourage  nonessential  users  tempo¬ 
rarily.  While  the  warning  is  in  effect, 
FDA  can  proceed  with  the  consideration 
of  a  i^aseout  action  based  upon  a  com- 
prrtiensive  consideration  of  toe  full  en¬ 
vironmental  and  lnflati(m  Impact  of  a 
itoaseout,  coordination  of  toe  action  with 
otoer  Federal  agencies,  and  examination 
of  any  new  information  or  research  de¬ 
veloped  in  this  period. 

Several  comments  stated  that  toe  re¬ 
marks  of  the  Commissioner  In  the  pre¬ 
amble  to  toe  proposed  regulation,  r^er- 
rlng  to  the  limited  and  temporary  nature 
of  toe  warning,  revealed  that  the  Com¬ 
missioner  recognized  that  the  warning 
would  have  no  appreciable  benefit.  'Ihe 
comments  misconstrued  the  Commis¬ 
sioner’s  views.  The  Commissioner  be¬ 
lieves  the  warning  Is  beneficial  and  use¬ 
ful  as  an  interim  measure.  The  warning 
should  reduce  use  of  chlorofluorocar¬ 
bons  to  some  extent,  facilitate  Informed 
consumer  choice,  and  promote  a  reason¬ 
able  transition  to  a  phaseout  of  nones¬ 
sential  lises. 

The  remarks  of  the  Commissioner 
quoted  in  the  comments  were  made  to 
expladn  why  a  s^^arate  environmental 
impact  statement  need  not  be  prepared 
for  the  warning  requirement.  Impor¬ 
tant  though  the  warning  is,  In  compari¬ 
son  with  toe  proposed  phaseout,  toe  im¬ 
pact  of  toe  warning  is  not  sl^flcant. 
The  warning  will  have  less  effect  because 
It  Is  temporary  and  it  will  not  ban  man¬ 
ufacture  or  use  of  any  products.  It  Is 
not  possible  to  know  the  extent  to  which 
toe  warning  Itself  will  reduce  use.  'Hie 
effect  of  toe  warning,  whatever  Its  de¬ 
gree,  will  be  subsumed  within  the  overall 
regulatory  action  being  taken.  This 
warning  is  the  Initial  step  of  the  total 
I^iaseout  action.  *rhe  envlrcmmental  ef¬ 
fect  of  the  overall  action  has  been  evalu¬ 
ated  comprehensively  In  connection  with 


ScinrCE-RELATCS  COMMZlfTS 

ESTIMATCS  or  OZONK  DEPUtTIOM  AWS  HZCO 
FOB  rURTHBR  RESEARCH 

4.  Five  comments  were  received  re¬ 
garding  the  uncertainties  in  toe  predic¬ 
tions  of  stratospheric  ozone  depletion  re¬ 
sulting  from  chlorofluorocarbon  releases. 
Some  of  the  comments  characterized  toe 
risks  ot  ozone  depletlcm  and  adverse  con¬ 


*The  NAS  Committee  report  and  the  com¬ 
panion  report  of  the  NAS  Panel  on  Atmos¬ 
pheric  Chemistry,  “Qalocaihons;  Effects  on 
Strmtoapherte  Ozone**  (Ref.  B)  have  recently 
bean  published  by  MAS  and  are  on  sale 
through  the  Mztionzl  Academy  of  Sclencee, 
Prlatlng  and  PubUcation  OAce,  3101  Oonatl- 
tutlon  Ave.  NW..  Waahlngton,  DO  30418.  Tha 
NAS  Committee  report  le  $8.25  (Order  No. 
2539),  and  the  NAS  Panel  report  is  $10.25 
(Order  No.  2532) . 


FEDE3AL  3EG1STE3.  VOL  42,  NO.  53--FRIDAV,  APIIL  29,  1977 


22022 


RULES  AND  REGULATIONS 


stated  In  the  preamble  to  the  proposal. 
*111115,  further  research  to  establish  only 
that  the  ozone  depletion  rate  Is  as  low 
as  2  percent  would  not  provide  any  Justi¬ 
fication  for  delaying  regulatory  action. 
A  delay  In  protecting  the  public  Is  not 
warranted  simply  to  know  the  precise 
degree  of  unjustified  risk  to  which  the 
public  might  be  exposed. 

Hie  further  research  referred  to  by 
NAS  and  In  the  comments  might  also  un¬ 
cover  Inadequacies  In  the  current  esti¬ 
mates  or  ^cifiore  unidentified  factors 
that  might  further  neutralize  the  effect 
of  chlorofiuorocarbons  and  even  reduce 
the  estimate  of  ozone  deletion  signifi¬ 
cantly  below  1  percent.  Ihe  NAS  Cmn- 
mittee  recommended  waiting  for  further 
knowledge  to  reduce  these  uncertainties, 
but  It  recommended  against  waiting 
longer  than  2  years  before  making  a  de¬ 
cision  to  regulate.  The  NAS  Committee 
chairman  has  testified  that  he  doubts 
that  the*  NAS  Committee  would  be  un- 
comfortiUsle  with  the  actlmis  so  far  pro¬ 
posed  by  the  regulatory  agencies  (Ref. 
24).  He  also  Indicated  that  “(w)lthout 
the  (National  Aeronautical  and  Space 
Administration  (NASA))  program  di¬ 
rected  to  stratospheric  research  the 
Committee  could  not  have  honestly 
stated  that  It  expected  Important  gains 
in  knowledge  over  the  ne^  two  years" 
(Ref.  24). 

NASA  has  released  a  preliminary  re¬ 
port  updating  the  scientific  assessments 
about  chlorofiuorocaihons  11  and  12 
which  was  based  on  workshops  conducted 
by  the  Gk>ddard  Space  F^ht  Center 
(Ref.  25).  The  preliminary  report  states 
that  there  Is  "little  doubt’*  that  ozone  In 
the  stratosphere  will  be  destroyed  by 
the  release  of  chlorofiuorocarbons  11  and 
12  and  concludes,  on  the  basis  of  the 
known  Information,  that  the  ultimate 
ozone  reduction  will  be  between  "5  and  9 
percent"  If  release  continues  at  1975 
production  rates.  A  final  report  from 
NASA  Is  expected  to  be  releas^  In  Sep¬ 
tember  1977. 

The  Commissioner  recognizes  that 
there  are  still  uncertainties  about  the 
estimates  made  In  the  NAS  reports  and 
the  preliminary  NASA  r^>ort.  Some  of 
the  areas  of  unc«*tainty  were  specifically 
addressed  In  the  comments  on  the  pro¬ 
posed  rule  and  have  been  discussed  In 
m(n«  detail  below.  Ongoing  and  new  re¬ 
search  could  change  the  best  current  es¬ 
timates  of  ozone  depletion  attributable 
to  chlorofiuorocarbon  emissions.  Con¬ 
tinued  research  to  resolve  the  remaining 
scientific  uncertainties  Is  desirable,  and 
the  Ccanmissioner  will  continue  to  moni¬ 
tor  the  scl«itlfic  developments  and  will 
cmislder  any  ccmiments  on  these  matters 
submitted  in  response  to  the  proposed 
phaseout.  As  he  has  already  Indicated, 
he  will  revoke  the  warning  requirement 
If  further  research  shows  it  is  warranted. 
But  precisely  because  the  research  is 
probing  Into  new  areas,  it  Is  not  possible 
to  predict  whether  and  how  the  research 
will  change  currait  estimates  or  how 
long  It  would  take  to  confirm  whatever 
initial  results  the  research  produces.  As 
stated  by  one  of  the  scienlsts  for  EHiPont 
in  congressional  testimony,  "The  major 


surprises  are  *  *  *  likely  to  come  in  the 
area  of  unknown  chemistry  on  which  one 
cannot  really  speculate.  The  current  gov¬ 
ernment  and  Industry  research  programs 
should  greatly  reduce  the  possibility  of 
surprises  of  this  kind  within  the  next 
year  or  two"  (Ref.  26) . 

'The  fact  remains  that  the  best  infor¬ 
mation  currently  available  Indicates  that 
chlorofiuorocartxm  rriease  poses  risks 
that  have  unacceptable  ccmsequences.  In 
view  of  the  nonessentiality  of  pit^Uant 
uses  of  chlorofluorocarlxHis,  the  Com¬ 
missioner  does  not  believe  It  warranted 
to  delay  a  warning  requirement  to  await 
the  results  of  further  research  because 
of  the  "possibility  of  surprises"  that 
might  change  the  assessment  that  chlo- 
rofiuoipcarbons  pose  an  tmacceptable 
risk.  As  one  cff  the  comments  sui^rting 
the  Commissioner’s  action  phrased  it,  In 
refeiTlng  to  the  requests  for  time  to  do 
further  researdi;  "By  all  means  perform 
your  study,  but  do  it  In  a  smaller  labora¬ 
tory.  Too  many  people  live  In  this  one." 

5.  A  comment  disputed  the  statemaits 
in  a  letter  from  P.  S.  Rowland,  cited  In 
the  preamble  to  the  pn^^osed  warning 
(Ref.  14) ,  that  on  the  basis  of  scientific 
developments,  ozone  depletion  from 
chlorofiuorocaiixm  release  could  be  esti¬ 
mated  as  roughly  13  to  16  percent.  The 
comment  contained  statements  criticiz¬ 
ing  the  Commissioner  for  including  the 
letter,  and  the  hlgh^  ozone  depletion  es¬ 
timates  It  contained,  as  part  of  the  basis 
for  Issuing  the  proposed  rule. 

The  letter  was  cited  as  (me  of  several 
recent  developments  that  suggested  that 
the  ozone  deletion  figures  might  be  even 
higher  than  the  7.5-percent  figure  esti¬ 
mated  by  NAS.  The  Commlssicmer  be¬ 
lieves  it  was  a  relevant  report  and  the 
citation  of  it  permitted  the  scientific 
ccmimimlty  and  the  public  to  comment 
on  It.  However,  the  comments  received 
indicate  that  the  methods  at  arriving  at 
higher  estimates  made  in  the  letter  are 
disputed.  Accordingly,  the  Commissions 
is  taking  this  actlcm  (m  the  basis  that  the 
best  current  estimate  of  the  amoimt  of 
ozone  depleti(m  that  will  result  from  con¬ 
tinued  chlorofiuorocarlxm  release  is  a 
range  with  a  median  on  the  order  of  7 
Iiercent. 

MINOR  SPECIKS  AND  POSSIBLE  "SINKS”  FOR 
CHLOROFLUOROCARBON 

6.  Several  comments  referred  to  the 
significant  effect  chlorine  nitrate  could 
have  on  the  calculations  of  ultimate 
ozone  depletion  resulting  from  emissions 
of  chlorofiuorocarbons  11  and  12.  The 
lnclusi(m  of  chlorine  nitrate  in  some 
computer  nuxlelB  measurably  reduces  the 
predicted  Impact  of  these  chlorofluoro- 
carbons  on  stratospheric  ozone. 

The  preliminary  NASA  update  (Ref. 
25)  did  not  use  the  pressure  depend¬ 
encies  for  the  rate  of  formation  of  chlo¬ 
rine  nitrate  assumed  by  the  NAS  Panel 
and  recommended  a  rate  independent  of 
pressure.  While  this  change  taken  alone 
would  reduce  the  NAS  ultimate  ozone 
depletion  estimate  by  a  factor  of  2,  It 
has  not  significantly  altered  the  overall 
estimate  of  the  amount  of  ozone  deple- 
tl(m  In  the  preliminary  NASA  update. 


Furthermore,  Professor  Outowsky,  head 
of  the  NAS  Panel  cm  Atmospheric  Chem¬ 
istry,  has  stated  (Ref.  27)  that,  as  far 
as  he  had  been  able  to  ascertain,  the 
constants  recommended  by  the  NASA 
staff  were  not  Intmided  to  be  a  "ciHnplete, 
definitive  reevaluation  of  the  kinetics 
data”  and  that  the  near-maximum  ccm- 
stants  used  for  chlorine-nitrate  “are  not 
In  ac(K>rd  with  some  of  the  experimental 
data.’’ 

7.  A  comment  suggested  the  possibility 
of  an  addltlcmal  stratospheric  sink  for 
chlorine  radicals,  that  of  hydroxyl  chlo¬ 
ride.  According  to  the  comment,  cata- 
lytically  active  chlorine  oxides  may  react 
with  water  In  the  stratosphere  to  fcH-m 
hydroxyl  chloride  which  will  not  react 
readily  with  ozone. 

Tlie  Commlssicmer  notes  that  even  if 
this  Intermediate  ccmipound  were  formed, 
it  would  be  much  less  effective  than  chlo¬ 
rine  nitrate  In  preventing  ozone  destruc¬ 
tion  for  two  reasons.  First,  It  would  not 
tie  up  catalytlcally  active  nitrogen  oxides 
In  additicm  to  catalytlcally  active  chlo¬ 
rine,  as  chlmine  nitrate  does.  In  addition, 
hydroxyl  chloride  Is  likely  to  be  more 
rapidly  photodlssoclated  (Ref.  25) .  Thus, 
the  hydroxyl  chloride  sink  would  not  ap¬ 
pear  likely  to  have  a  major  Impact  on 
estimates  of  ozcme  depletion,  but  any 
further  research  on  this  possibility  will 
be  monitored  by  the  Commlssicmer. 

8.  ’Three  comments  discussed  the  pos¬ 
sibility  of  trcmoepherlc  degradation  of 
chlorofiuorocarbcm  11  to  hydrochlorofiu- 
orcx^rbon  21.  This  claim  was  based  on 
two  Independent  measurements  in  the 
troposphere  at  levels  approximating  10 
parts  per  trillion  (ppt) .  Based  cm  produc¬ 
tion  figures.  DuPont  could  only  account 
for  enough  hydiuchlorofiuorocarbon  21 
to  give  a  fractlcm  of  a  ppt  In  the  tropo¬ 
sphere.  The  hypothesis  was  advanced  that 
the  higher  levels  might  be  a  result  of  the 
breakdown  of  chlorofiuorocarbon  11.  If 
so.  this  would  significantly  reduce  the 
trcmospheric  lifetime  of  chlorofluorocar¬ 
bon  11.  Should  a  similar  conversion  of 
chlorofluorocarbon  12  to  hydrochloro- 
fluorcmarbcm  22  exist,  ozcme  depletion 
estimates  might  be  lowered  by  a  factor 
of  3.  The  comments  noted  that  Professor 
Outowsky  (Ref.  27)  stated  that  the  de¬ 
tection  of  hydrochlorofluorocarbon  21  in 
the  atmosphere  Is  "an  important  finding, 
the  details  and  Implications  of  which 
should  be  checked  out  prcmiptly  and 
thoroughly.” 

The  Commissioner  agrees  that  further 
research  on  this  hypothesis  would  be 
useful.  Until  these  estimates  are  con¬ 
firmed,  however,  they  must  be  viewed 
with  caution.  The  high  level  detected 
might  be  a  result  of  instrument  con¬ 
tamination,  and  this  possibility  is  cur¬ 
rently  being  ccmsldered  by  the  investi¬ 
gators  Involved.  In  fact,  cme  of  the 
researchers  recently  confirmed  that  his 
reported  measurements  were  actually  the 
result  of  Instrumental  contamination 
and  that  he  could  find  no  detectlble  levels 
of  hydrochlorofluor(x;arbon  21  in  the 
troposphere  (Ref.  28) . 

9.  One  comment  Indicated  that  the  re¬ 
action  of  chlorofiuorocarbons  with  strat¬ 
ospheric  Icms  could  represent  a  possible 
tropospheric  sink.  A  separate  ccmiment 
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and  supporting  scientific  paper  con¬ 
cluded,  however,  that,  “At  this  point  at¬ 
mospheric  ion  chemistry  does  not  seem 
to  represent  a  significant  tropospheric 
sink  for  any  of  the  halocarlxm  com¬ 
pounds.” 

The  Commissioner  concludes  that  fur¬ 
ther  study  is  necessary  before  ion- 
molecule  reactions  are  considered  to  be 
a  significant  factor  in  estimates  of  ozone 
depletion  resulting  from  chlorofluorocar¬ 
bon  emissions. 

TROPOSPHERIC  LIFETIMES 

10.  An  unpublished  scientific  paper 
was  submitted  which  indicates  that  chlo- 
rofluorocarbons  13.  113,  114,  and  115  (all 
fully  halogenated  chlorofiuoroalkanes 
like  chlorofiuorocarbons  11  and  12)  have 
long  tropospheric  lifetimes  and  thus  If 
released  into  the  troposphere  would  be 
transported  into  the  stratosphere  where 
they  would  be  photolyzed,  releasing  cata- 
lytlcally  active  chlorine,  in  the  manner 
described  for  chlorofiuorocarbons  11  and 
12  (Ref.  29). 

This  paper  supports  the  Commis¬ 
sioner’s  view  that  the  release  of  any  fully 
halogenated  chlorofiuoroalkane  poses  a 
threat  to  stratospheric  ozone  similar  to 
those  document^  for  chlorofiuorocar¬ 
bons  11  and  12.  Thus,  the  paper  pro¬ 
vides  additional  support  for  the  action 
being  taken  in  this  regulation  which  is 
applicable  to  all  chlorofiuorocarbons. 

11.  Several  papers  were  submited  re¬ 
porting  data  on  the  reaction  rates  of 
chlorofiuorocarbons  and  hydrochloro- 
fiuorocarbons  with  the  hydroxyl  radical 
(Ref.  30).  The  faster  this  reaction  rate 
the  more  likely  the  compound  is  broken 
down  in  the  troposphere,  thus  prevent¬ 
ing  the  transport  of  chlorine  into  the 
stratosphere  where  it  could  catalytically 
destroy  ozone. 

These  papers  show  that  chlorofiuoro¬ 
carbons  react  least  rapidly  of  all  halo- 
carbons  tested  with  hydroxyl  radical  and 
thus  would  pose  the  greatest  risk  to 
stratospheric  ozone. 

STRATOSPHERIC  OZONE  AND  ULTRAVIOLET 

RADIATION  MEASUREMENTS 

12.  One  comment  questioned  the 
theory  that  chlorofiuorocarbons  may  de¬ 
plete  stratospheric  ozone  because  no  de¬ 
crease  in  ozone  has  been  measured.  Ac¬ 
cording  to  the  comment,  numerous  rec¬ 
ords  show  that  global  ozone  has  tended 
to  increase  over  most  of  the  period  since 
1950,  in  the  fashion  predicted  by  the 
known  cycles  of  ozone  concentrations, 
and  the  record  appears  ample  to  reveal 
any  contrary  trend  of  detectable  magni¬ 
tude. 

The  staff  of  the  National  Oceanic  and 
Atmospheric  Administration  (NOAA) 
confirms  that  there  has  been  an  upward 
trend  in  ozone  concentrations  in  the 
period  from  1962  to  1970  (Ref.  31),  but 
a  gradual  lowering  trend  has  occurred 
since  1970.  Before  1962,  the  data  are  too 
sparse  to  make  any  scientifically  sound 
judgment  on  trends  in  ozone  concentra¬ 
tion.  If  chlorofiuorocarbons  have  de¬ 
pleted  stratospheric  ozone  at  a  rate  that 
would  ultimately  reach  7  percent,  the 
present  deviation  from  natural  ozone 


trends  would  only  be  in  the  order  of  1 
percent  (Ref.  4).  NOAA  estimates  that 
with  today’s  monitoring  limitations,  one 
would  have  to  measure  changes  of  2  to  3 
percent  to  conclude  that  global  ozone 
levels  had  deviated  from  natural  trends 
(Ref.  31).  The  limitations  on  human 
ability  to  determine  changes  in  global 
ozone  levels  depend  less  on  the  sensitiv¬ 
ity  of  the  method,  since  existing 
methods  can  detect  close  to  1  percent 
deviation,  than  cm  the  uneven  distribu¬ 
tion  of  sampling  sites  throughout  the 
world.  Ozone  changes  over  North  Amer¬ 
ica  and  Eiu'ope,  where  most  of  the  moni¬ 
toring  statlims  are  located,  may  not  be 
representative  of  ozone  changes  over  the 
rest  of  the  world.  Therefore,  even  with 
data  showing  no  detectable  changes  in 
stratospheric  ozone  today,  one  could  not 
conclude  that  predicted  reductions  in 
global  ozone  resulting  from  past  chloro¬ 
fluorocarbon  emissions  have  not  oc¬ 
curred. 

13.  One  comment  noted  that  chloro¬ 
fluorocarbon  release  is  a  current  concern, 
even  though  it  has  not  yet  caused  meas¬ 
urable  ozime  depletion,  because  a  de¬ 
crease  could  not  be  detected  until  further 
harm  is  irreversible.  The  comment  sug¬ 
gested,  though,  that  with  better  and  more 
numerous  tracking  stations  to  monitor 
ozone  depletion  levels,  small  decreases  in 
ozone  could  be  detected  in  time  to  keep 
the  maximum  ozone  decrease  to  only  2.3 
percent  if  uses  are  ceased  immediately 
upon  detection  of  the  decrease. 

As  noted  above,  the  difficulties  in  set¬ 
ting  up  tracking  stations  are  consider¬ 
able.  Moreover,  the  Commissioner  con¬ 
siders  the  consequences  of  ozone  deple¬ 
tion  at  the  ultimate  rate  of  2  percent  to 
be  intolerable.  The  detection  and  identi¬ 
fication  of  an  actual  ozone  reduction  if 
the  ultimate  depletion  rate  were  2  per¬ 
cent  would  take  a  considerable  number 
of  years  and  require  careful  calibrations 
(Ref.  9  at  15-16).  The  Commissioner 
will  consider  any  comments  submitted 
on  the  proposed  phaseout  relative  to  the 
feasibility  of  more  monitoring  stations, 
but  will  not  delay  regulatory  action  to 
await  further  exploration  of  this  possi¬ 
bility. 

14.  One  comment  stated  that  a  report 
from  the  Smithsonian  Institution  indi¬ 
cated  that  there  has  been  no  Increase  in 
the  amount  of  ultraviolet  radiation  that 
is  hitting  the  earth,  based  on  studies  over 
the  last  5  years. 

A  communication  from  the  Radiation 
Biology  Laboratory  of  the  Smithsonian 
Institution  indicates  that  the  comment 
has  misinterpreted  the  data  published  by 
the  Smithsonian  (Ref.  32).  The  Smith¬ 
sonian  data  measurements  were  of  the 
total  ultraviolet  radiation  band,  l.e.,  all 
radiation  of  a  wavelength  of  less  than  400 
nanometers.  The  region  affected  by  flu¬ 
orocarbons  is  the  band  of  biologically  ac¬ 
tive  ultraviolet  radiation  (UVB)  that  lies 
below  320  nanometers,  which  constitutes 
only  about  2  percent  of  the  total  band. 
The  communication  from  the  Smith¬ 
sonian  Institution  explained  that  since 
UVB  is  “so  much  smaller"  than  the  total 
ultraviolet  radiation  band  “it  would  be 
extremely  difficult  if  not  Impossible  to 


determine  any  ozone  changes  or  UVB 
*  *  *  changes  using  the  larger  band." 

IMPACT  OF  WARNING  OF  NONMXLANOMA  SKIN 
CANCER  DfCIDENCX 

15.  Two  comments  stated  that  FDA 
should  focus  greater  attention  on  the 
overall  problem  of  skin  cancer  rather 
than  on  the  small  contrlbuticm  of  chloro- 
fluorocarbons  to  this  disease.  Further¬ 
more,  the  comments  suggested  that 
changes  in  lifestyle  have  made  such  a 
great  ccmtribution  to  the  increased  inci¬ 
dence  of  skin  cancer  that  the  risks  from 
chlorofluorocarbon  release  are  trivial 
in  comparison,  or  at  least  that  the  conse¬ 
quences  of  a  further  release  during  the 
2-year  period  that  the  warning  would  be 
in  effect  are  trivial.  The  argument  was 
made  that  moving  south  could  result  in 
similar  untravlolet  radiation  exposures 
as  would  a  2 -year  delay  in  the  cessation 
of  U.S.  chlorofluorocarbon  releases.  Fol¬ 
lowing  this  line  of  reasoning,  the  com¬ 
ments  stated,  would  lead  to  the  absurd 
suggestion  that  we  should  warn  pe(H>lo 
about  the  hazards  of  moving  south,  put 
warning  labels  on  bathing  suits  and  the 
like. 

The  ccHnment  is  similar  to  some  points 
raised  earlier  in  a  letter  to  FDA  (Ref. 
33) .  ITie  writer  urged,  in  particular,  that 
greater  emphasis  be  put  on  use  of  more 
effective  sun-screen  agents  In  simburn 
preventatives  and  similar  lotions.  FDA 
responded  (Ref.  34)  that: 

We  agree  that  the  increase  In  Incidence  of 
skin  cancer  resulting  from  chlorofluorocar¬ 
bon  releases  Into  the  atmosphere  will  only  be 
a  part  of  the  total  Increase  In  Incidence  of 
such  cancers  (chlorofluorocarbon  releases  In 
1960  are  only  now  beginning  to  result  in  ob¬ 
served  cancers).  We  agree  that  attempts 
should  be  made  to  prevent  all  cases  of  skin 
cancer  (all  cancers  for  that  matter).  For 
those  adverse  health  effects  associated  with 
natural  background  exposures  to  ultraviolet 
radiation,  we  advocate  good  public  education 
and  information  programs  so  that  pec^le 
are  made  aware  of  these  associations  and  can 
themselves  decide  the  best  method  of  pre¬ 
vention  (avoidance,  clothing,  sun  screens, 
etc.). 

ITie  Commissioner  recognizes  that 
changes  in  lifestyle  have  contributed  sig¬ 
nificantly  to  the  increased  incidence  of 
skin  cancer.  People  should  be  educated 
about  the  accompanying  hazards  of  in¬ 
creased  exposure  to  the  sun,  but  these 
educational  efforts  should  not  be  made 
to  appear  ridiculous,  as  in  the  case  of 
warnings  on  bathing  suits.  The  Com¬ 
missioner  believes  in  contrast  that  the 
warning  on  aerosols  containing  chloro- 
fluorocarbons  will  be  taken  seriously  by 
the  public,  and  it  may  lead  to  an  in¬ 
creased  general  awareness  of  the  risks 
from  exposure  to  ultraviolet  radiation. 
It  also  allows  the  consumer  to  make  an 
informed-cost  versus  benefit  choice  be¬ 
tween,  on  the  one  hand,  health  and  en¬ 
vironmental  risks,  and,  on  the  other 
hand,  convenience  or  other  satisfactions 
from  the  product. 

In  any  event,  changes  in  lifestyle  are 
difficult  to  achieve,  no  matter  what  edu¬ 
cational  or  other  efforts  are  undertaken. 
Thus,  the  risks  from  Increase  in  ultra¬ 
violet  radiation  should,  in  the  Cixnmis- 
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cloner’s  judgmeut.  be  asseseed  in  rela- 
t.tnnKhip  to  the  existing  rates  ot  skin 
cancer,  on  the  assumption  that  the  pref¬ 
erence  for  light  dress  in  summer  weather 
and  Increased  exposure  to  simlight  will 
continue.  On  that  basis,  the  estimates 
made  In  the  preamble  to  the  proposed 
rule  about  the  Increased  Inddenee  of 
Kifin  cancer  that  would  result  from  in¬ 
creased  ultraviolet  radiaticm  continue  to 
be  valid,  as  discussed  furtlier  below. 
Those  risks  should  not  be  discounted  in 
the  expectation  that  people  will  change 
their  lifestyle.  Furthermore,  many  people 
might  value  the  opportunity  to  be  direct¬ 
ly  in  the  sunshine  more  highly  than 
whatever  benefits  are  conveyed  by  self- 
pressurized  containers  with  chloro- 
fluorocarbons. 

The  Commissioner  rejects  the  argu¬ 
ment  that  he  should  Ignore  the  risks  of 
skin  cancer  from  chlorofluorocuhon 
emissions  because  the  contribution  of 
other  factors  to  the  Incidents  caused  is 
also  large.  The  incidents  that  may  result 
from  chlorofluorocarbon  onissions  are 
significant,  and  It  is  within  the  Com¬ 
missioner’s  authority  and  ability  to  do 
something  to  reduce  this  part  of  the 
risk.  Most  of  the  factcu-s  contributing 
to  this  risk  are  beyond  the  Commis¬ 
sioner’s  regulatory  authority.  But  he 
has  authority  to  examine  the  effective¬ 
ness  of  sxui  screens  in  sunburn  pre- 
ventatlves  and  other  sun  preparations. 
The  Commissicmer  agrees  with  the 
point  that  increased  attention  needs  to 
be  given  to  effective  sun  screens.  The 
OTC  dnig  review  will  examine  sunburn 
lotions  and  other  sim  preparations,  and 
the  Commissioner  intends  to  weigh  the 
concerns  expressed  about  the  effective¬ 
ness  of  sun  screens  in  reviewing  these 
products. 

16.  One  oonunent  questioned  the  state¬ 
ment  in  PDA’s  response  to  the  letter, 
referred  to  in  the  previous  comment, 
that  ‘’chlorofluorocarbon  releases  in  1950 
are  only  now  beginning  to  result  in  ob¬ 
served  cancers." 

The  statement  should  have  indicated 
that  chlorofluorocarbon  releases  may 
result  In  skin  cancer,  that  no  actual 
cases  attributable  to  this  cause  have  yet 
been  Identified,  and  that,  because  of  the 
latency  period  of  cancer,  cases  resulting 
from  chlorofluorocarbon  emissions  In 
1950  are  likely  to  be  discernible  only  be¬ 
ginning  now. 

17.  One  comment  used  DuPont’s  pres¬ 
ent  best  estimate  of  ozone  depletion  of 
3.T  percent  to  recalculate  FDA’s  estimate 
hi  the  preamble  to  the  proposed  rule  of 
the  number  of  cases  of  nnnmp1a.Tinmn. 
sUn  cancer  which  might  be  prevented 
by  Imposing  a  warning  label  requirement. 

of  the  DuPont  estimate  would,  of 
course,  lower  the  number  of  cases  of  non- 
melanoma  skin  cancer  which  would  be 
prevented  by  imposit>g  a  warning 
requirement,  for  it  would  lower  th^  pro¬ 
jected  number  of  cases  of  skin  cancer 
to  be  «cpected. 

The  Commissioner  believes  that  most 
current  estimates  of  ozone  deidetlon  are 
etffl  generally  around  7  perc^t  rather 
than  the  S.l-peroent  levd  estimate  by 
DuPont,  which  Is  among  the  lowest  esti¬ 


mates  currently  being  made.  Further¬ 
more,  the  Commissioner  reguds  a  S.7- 
percent  oeone  depletioa  level  as  poNug 
unacceptable  risks.  In  addition,  some 
recent  scientific  develofanents  indicate 
that  the  original  PDA  estimate  may  be 
conservative. 

Based  on  the  report  oi  the  IMOS  Task 
PV>roe,  the  NAS  Panel  report,  and  an 
earlier  NAS  study  tBefs.  4,  9.  and  10), 
FDA  used  a  1:2  overall  amplification 
rate  to  calculate  the  relationship  be¬ 
tween  oeone  depletion  and  the  Incidence 
of  nonmelanoma  skin  cancer  In  making 
the  estimates  set  forth  In  the  preamble 
to  the  proposed  rule.  A  study  by  Fears 
(Ref.  35)  reports  that  a  20-peroent  in¬ 
crease  in  UVB  would  result  in  an  in¬ 
crease  in  cases  of  nonmelanoma  skin 
canoer  from  about  85  percent  In  north¬ 
ern  latitudes  of  the  United  States,  eg;.. 
North  Dakota,  to  about  70  percent  in 
southern  latitudes,  Plorlda.  Accord¬ 
ing  to  these  researchers,  the  relationship 
between  ozone  depletion  and  the  in¬ 
creased  Incid^ce  of  nonmelanoma  skin 
canoer  is  in  the  order  of  1:3.5  to  1:7  in 
the  continental  United  States.  Dr.  Alex 
Green  has  stated  that  the  approach 
in  the  Fears  study  and  la  a  stucb^  c(m- 
ducted  by  him  and  his  associates  gives 
a  biological  amplification  factor,  which 
Is  one  element  in  determining  the  over¬ 
all  amplification  factor,  that  is  “substan¬ 
tially  greater  tlian  the  unit  factor  given 
in  the  IMOS  report’’  (Ref.  36). 

An  overall  amplification  factor  consid¬ 
erably  greater  than  i :  2  has  been  r^xirted 
by  Ruudel  and  Nachtwey  using  a  model 
described  in  Appendix  A  of  the  PDA 
draft  environmental  impact  statement 
for  the  proposed  phaseout  (Ref.  37) . 

Using  the  modifications  in  the  skin 
cancer  data  reported  above,  the  PDA 
estimate  of  r"mbers  of  new  cases  at 
mmmelanoma  skin  cancer  which  might 
be  prevented  by  not  delaying  2  years  to 
initiate  regulation  and  which  might  be 
reduced  by  the  warning  label  require¬ 
ment  would  be  revised  upward,  rather 
than  downward  as  suggest^  by  the  (x>m- 
ment,  by  at  least  a  factor  of  2.  Revised 
estimates,  based  on  the  recent  develop¬ 
ments,  of  the  number  of  cases  that  might 
be  affected  by  a  2-year  delay  in  regu¬ 
latory  action  have  been  kududed  in  the 
draft  environmental  impact  statement 
relating  to  the  proposed  j^iaseout.  Addi¬ 
tional  studies  to  d^;ermine  more  defi¬ 
nitely  the  biological  amplification  of 
UVB  to  iiu:idences  of  nonmrlannms  skin 
cancer  are  desirable,  and  a  study  of  this 
matter  is  being  initiated  by  the  National 
Cancer  Institute. 

18.  A  related  comment  suggested  that 
the  FDA  calculation  of  the  amount  of 
nonmelanoma  skin  cancer  that  might  oc¬ 
cur  if  r^rulafauy  action  were  delayed  was 
In  error  because  not  all  of  the  300,000  an¬ 
nual  cases  of  nonmelanoma  skin  canoer 
are  necessarily  associated  with  DUV  ex¬ 
posure. 

Other  lactors  in  addition  to  solar  UVB 
nuUatton  are  known  to  contribute  to 

TWMTrtoln  ru->ma  alrlw  COnCeT.  thom 

iMiljtDg  radiatlaii  from  z-xuy  souroea  or 
radloacUye  materials,  polycyclic  Aro¬ 
matic  hydrocarbons  and  chronic  irrtta- 


tloas  and  bums.  Pethaps  10  to  20  peroait 
of  nowfisnnmn  ddn  canoer  occurs  on 
parts  of  the  body  not  ordinarfly  exposed 
to  suidight,  thus  indicating  that  other 
factoiB  play  a  role.  The  extent  to  which 
these  other  factors  contribute  to  non- 
melanoma  three  kinds  of  evidence — ^latl- 
these  factors  appear  to  be  relatively  less 
lnux>rtant  than  UVB  radiation.  ’Ihe  NAS 
Committee  has  stated  that,  “War  non¬ 
melanoma  three  kinds  of  evidence —  lati¬ 
tude  dependence,  body  locatioa,  and  oc¬ 
cupational  differences — all  combine  to 
point  closely  to  the  exposure  to  the  sun  as 
a  prime  cause  and  to  Increased  Incidence 
as  a  quite  certain  consequence  of  In¬ 
creased  lUVBl**  (Ref.  8). 

IMPACT  or  WASNllia  OH  MELAHOMA  SKIN 
CAMCn  ZHCIDEHCX 

19.  One  commmt  noted  that  FDA  had 
not  made  any  claim  that  the  Incidence 
of  mdanoma  skin  cancer  would  be  af¬ 
fected  by  the  warning  label  requirement 
or  the  proposed  phaseout. 

Solar  ultraviolet  radiation  may  not  be 
as  Important  a  (xintrlbuting  factor  to 
melanoma  skin  cancer  as  it  Is  for  non¬ 
melanoma  skin  cancer.  Melanoma  skin 
cancer  occurs  with  some  frequency  on 
parts  of  the  body  not  exposed  to  sun¬ 
light.  Because  of  these  greater  uncer¬ 
tainties,  FDA  did  not  make  an  estimate 
In  the  preamble  to  the  proposed  rule  of 
the  number  of  Increased  cases  of  mela¬ 
noma  that  might  occur  If  regulatory  ac¬ 
tion  is  postponed  for  2  years.  The  Com¬ 
missioner  continues  to  rely  on  the  NAS 
CoouniUee  assessment  that  malignant 
melanoma  “may  wril  be  related  to  ex¬ 
posures  to  solar  ultraviolet  radlaticm. 
The  rdatkmship  which  this  Committee 
believes  to  be  likely  but  3ret  not  com¬ 
pletely  proven,  Is  not  a  simple  one”  (Ref. 
8  at  13) .  A  recent  report  Indicates  that 
the  incidence  of  melanoma  is  Increasing 
(Ref.  38). 

ROlfHTTMAN  BIOLOGICAL  XFfXCIS 

20.  Two  comments  questioned  the  po¬ 
tential  Impact  of  chlorofluorocarbon  re¬ 
leases  on  plant  and  animal  life.  The 
statement  was  made  that  plants  and  ani¬ 
mals  are  able  to  tolerate  the  natural  11- 
year  cycle  oi  variations  in  the  oaone  level 
which  are  about  7  percent.  Another  (xon- 
ment  urged  an  iBunediate  ban  because  of 
the  Importaoce  of  the  osone  layer  in 
protecting  the  earth  from  ultraviolet  ra¬ 
diation  which  allows  life  to  form. 

The  Commissioner  notes  that  NOAA 
estimates  that  the  variation  in  the 
natural  11-year  cycle  is  cloaer  to  5  per¬ 
cent  than  the  7  percent  referred  to  in  the 
comments  (Ref.  31).  No  data  were  sub¬ 
mitted  in  the  coaunents  to  idiow  that 
these  cyclic  variations  in  ozone  are  not 
at  least  In  part  responsible  for  weU- 
known  cyclic  changes,  such  as  those  in 
the  distribution  of  species,  resuoductiou 
or  photosynthesis  rates,  and  mlgratian  or 
behavioral  patterns.  Thus,  perhaps 
natural  qi  do  affect 

plants  and  Moreover,  the  exist¬ 

ing  cyclic  vaciatloDS  have  reailted  in  a 
oonatant  UVB  ezposure  over  time.  The 
Inorease  In  UVB  predicted  to  rerelt  from 
chlorofluorocarbon  emlssloiis  would  be  a 
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long-term  cumulative  increase,  and  it  is 
this  kind  of  exposure  which  concerns  bio¬ 
logical  scientists.  The  sensitivity  of  spe¬ 
cific  plants  and  animals  to  UVB  is  likely 
to  depend  upon  many  factors,  e.g.,  ef¬ 
fectiveness  of  DNA  (Deoxyribonucleic 
acid)  repair  mechanisms,  avoidance  re¬ 
sponses,  lifespcms,  and  reproductive  rates. 
Plants  sensitive  to  UVB  are  likely  to  be 
the  most  vulnerable  organisms  in  terres¬ 
trial  ecosystems  because  they  cannot 
readily  avoid  exposure.  Depressed  rates  of 
photosynthesis  and  growth  are  among 
observ^  plant  responses  to  high  lev^  of 
ultraviolet  radiation  in  the  vicinity  of 
300  nanometers  (Ref.  39).  The  broader 
view  of  the  possible  biological  impact  of 
cumulative  increases  of  UVB  hitting  the 
earth  includes  the  potential  impact  to 
ecosystems  containing  ultraviolet-sensi¬ 
tive  plant  and/or  animal  species.  Due  to 
the  paucity  of  research  in  this  area,  how¬ 
ever,  UVB  effects  on  ecosystems  are  un¬ 
certain  to  a  considerable  degree;  the  fact 
r^alns  that,  in  the  Judgment  of  the 
NAS  Committee,  the  UVB  effect  on  plants 
and  animals  are  a  “strong  concern”  and  a 
“matter  of  urgency”  for  long-term  re¬ 
search  (Ref.  8) .  The  Commissioner  con¬ 
cludes  that  these  risks  should  be  taken 
into  account  along  with  the  other  risks 
in  Judging  the  need  for  regulatory  action, 
but  they  do  not  warrant  an  immediate 
ban  without  observing  the  regular  pro¬ 
cedures  for  preparing  an  environmental 
Impact  statement  and  proposing  a 
phaseout. 

21.  The  comment  was  made  that, 
“Other  things  equal,  there  is  no  plant 
that  cannot  be  transplanted  150  miles 
nearer  the  equator  and  survive.”  The 
comment  believed  that  this  Indicated  a 
UVB-lncrease  comparable  to  a  move  of 
this  distance  would  have  no  effect. 

Survival  of  plants  is  not  the  only  rele¬ 
vant  consideration.  For  example,  a  re¬ 
duction  in  crop  yield,  particularly  agri¬ 
cultural  crops,  is  of  considerable  signifi¬ 
cance.  The  Commissioner  concurs  with 
the  NAS  C(xnmittee  that  additional 
research  is  necessary  to  better  imder- 
stand  the  effects  of  UVB  on  plants  and 
animals. 

EFFECTS  ON  CLIMATE 


denoe  that  the  xiatund  trend  is  changing 
from  a  warming  to  a  cooling  cycle. 

Many  uncertainties  exist  about  the 
climate  effects.  The  NAS  Committee  also 
recommended  further  research  on  these 
effects  as  a  “matter  of  urgency”  and  it 
recognized  that  some  scientists  would  em¬ 
phasize  the  “possible  critical  Importance 
of  even  small  effects  <hi  climate”  and 
would  urge,  on  this  basis,  immediate  deci¬ 
sion  to  regulate  spray  can  uses.  The  Com¬ 
missioner  believes  the  critical  importance 
of  climatic  effects  warrants  their  being 
taken  into  account  in  assessing  regula¬ 
tory  action,  notwithstanding  the  gaps  in 
knowledge  about  climate.  Since  re^a- 
tory  gction  is  Justified  because  of  the 
other  risks  from  chlorofiuorocarbons,  the 
Commissioner  need  not  decide  now  if  the 
climatic  risks  alone  would  warrant  the 
initiation  of  a  phaseout  or  some  other 
type  of  regulatory  action. 

The  Commissions  rejects  the  sugges¬ 
tion  that  chlorofiuorocarbon  releases 
should  be  continued  because  the  releases 
might  have  a  beneficial  climatic  effect. 
We  know  too  little  about  global  weather 
patterns  and  long-range  climatic  cycles 
at  this  point  to  attempt  to  alter  climate 
and  weather  (m  this  scale  deliberately. 

23.  One  comment  said  that  there  was 
no  inherent  time  delay  between  chloro¬ 
fiuorocarbon  emissions  and  resulting 
climate  changes.  The  comment  asserted 
that  no  climatic  changes  had  occurred 
recently  which  could  be  attributable  to 
chlorofiuorocarbcms  and  that  any  altera¬ 
tions  in  climate  which  might  occur  could 
rapidly  be  reversed  by  decreasing  chloro¬ 
fiuorocarbon  release  at  the  time  such 
changes  were  observed. 

The  basic  premise  of  this  comment  ap¬ 
pears  to  be  incorrect,  since  the  magni¬ 
tude  of  the  possible  climatic  effects  from 
chlorofiuorocarbon  emissions  is  not 
known,  and  since  the  NAS  Committee  re¬ 
port  indicates  that  there  could  be  a  con¬ 
siderable  delay  between  chlorofluoro¬ 
carbon  release  and  the  cessation  of  what¬ 
ever  climatic  effects  it  caused.  Ihe  re¬ 
port  stated  that  if  chlorofiuorocarbons  11 
and  12  releases  were  to  continue  at  a  con¬ 
stant  rate,  “the  amount  of  direct  climatic 
effect  would  also  flatten  out,  approach¬ 
ing  a  steady  state,  again  reaching  half  of 
this  value  in  about  50  years.  The  increase 
of  infrared  absorption  and  emission 
would  similarly  reach  half  of  this  ulti¬ 
mate  value  in  about  50  years.  Resulting 
climatic  effects  might  be  further  delayed 
because  of  slowness  in  response  in  the  cli¬ 
matic  mechanism”  (Ref.  8) . 

24.  Some  comments  noted  that  vol¬ 
canic  emissions  and  other  sources  of  in¬ 
termittent  releases  of  chlorine  have  not 
resulted  in  climatic  alterations. 

Again,  it  must  be  emphasized  that  it 
is  the  gradual  long-term  acciunulations 
of  chlorine  in  the  troposphere  and  strat¬ 
osphere,  rather  than  natural  cyclic  or 
Intermittent  events  resulting  in  ozone 
reduction,  which  pose  the  greatest 
threats  to  man  directly  and  through  im¬ 
pacts  on  plants,  animals,  and  climate. 

Otheb  Science-Related  Comments 

25.  A  comment  mmtlimed  the  forma¬ 
tion  of  chlmlne  ions  in  the  ionospho'e. 


a  region  of  the  atmosphere  above  the 
stratosi^ere,  which  could  affect  electron 
concentraticms  at  this  high  altitude  and 
lead  to  changes  in  global  high  frequmcy 
communication  links,  since  high  fre¬ 
quency  radio  waves  are  absorbed  by  elec¬ 
trons  in  the  iMiosphere. 

This  observation  indicates  that  chloro¬ 
fluorocarbon  release  could  have  addi¬ 
tional  undesirable  consequences,  but  at 
present  this  possibility  is  only  specula¬ 
tive.  Certainly,  further  research  on  the 
matter  would  be  desirable. 

26.  One  ccKnment  questioned  the  the¬ 
ory  underlying  the  proposed  rule  be¬ 
cause  ozone  is  created  by  ultraviolet  ra¬ 
diation  and  any  ozone  destroyed  would 
allow  play  for  more  ultraviolet  radiation 
to  create  additional  ozone.  Furthermore, 
ozone  exists  as  a  pollutant  at  the  sur¬ 
face  of  the  earth,  and,  since  it  is  lighter 
than  fluorocarbons,  it  is  more  likely  than 
fluorocarbons  to  rise  to  the  stratosphere 
to  replenish  the  supply  of  ozone.  The 
comment  hypothesized  that  an  “Upper 
Air  CcMnmlsslon”  had  misread  research 
results  which  show  that  ozone  destroy.i 
fluorocarbons,  not  the  reverse. 

Ozone  in  the  stratosphere  is  Indeed 
constantly  formed  by  ultraviolet  radia¬ 
tion,  but,  the  currently  known  informa¬ 
tion  indicates  that  the  stratospheric 
ozone  would  be  destroyed  by  chloro¬ 
fiuorocarbons  faster  than  it  could  be  re¬ 
plenished  by  the  action  of  ultraviolet 
radiation.  The  other  theories  advanced 
in  this  comment  do  not  have  general  sci¬ 
entific  suppxirt.  The  stability  of  chloro¬ 
fiuorocarbons,  in  contrast  to  ozone,  en¬ 
ables  them  to  survive  in  the  troposphere 
and  rise  over  time  to  the  stratosphere, 
where,  in  a  catalytic  reaction,  they  can 
break  down  the  ozone  found  there.  The 
Commissioner  is  xmaware  of  any  “Upper 
Air  Commission”  and  finds  no  basis  for 
accepting  the  theory  advanced  in  the 
comment  that  there  has  been  a  mixup  in 
research  results. 

Comments  on  the  Text  or  and  Need  for 
THE  Warning 

27.  A  few  comments  objected  to  the 
use  of  the  term  “warning”  in  the  pro¬ 
posed  labeling  statemoit  and  Uie  identi¬ 
fication  of  the  type  of  risk  posed  by 
chlorofiuorocarbons.  Some  urged  that,  at 
the  most,  there  be  a  labeling  statement 
that  the  product  contains  a  chlorofluoro¬ 
carbon,  or  that  chlorofiuorocarbons 
“may  affect  the  upper  atmosphere.”  The 
comments  viewed  these  statements  as 
sufficient  to  meet  the  thrust  of  the  NAS 
Committee’s  recommendation  that  “in¬ 
formative  labeling”  about  the  presence 
of  chlorofiuorocarbons  be  included  on 
products.  In  addition,  the  Commission¬ 
er’s  action  in  a  notice  published  in  the 
Federal  Register  of  November  26,  1976 
(41  FR  52078)  proposing  to  change  the 
nomenclature  for  cosmetic  ingredient 
labeling,  under  21  CFR  701.3,  from  a 
propellant  designation  to  a  chlorofluoro¬ 
carbon  designation  was  claimed  to  be 
sufficient  to  Inform  consumers  about 
chlorofiuorocarbons. 

A  separate  label  statement  that  simply 
states  tliat  a  product  contains  a  partic¬ 
ular  ingredient  does  not  Inform  the  con- 


22.  Some  comments  characterized  as 
merely  speculative  the  possibility  that 
chlorofluorocarbon  releases  could  affect 
the  climate  either  through  ozone  deple¬ 
tion  or  infrared  absorption  in  the  tropo¬ 
sphere,  and  they  objected  to  the 
Commissioner’s  inclusion  of  this  risk  as 
a  basis  for  the  action  being  taken.  The 
comments  also  cited  Professor  Qutow- 
sky’s  congressional  testimony  (Ref.  27) 
that: 

Finally,  I  am  a  bit  troubled  by  the  Inclu¬ 
sion  at  this  time  of  possible  climatic  effects 
of  {chlorofluorocarbons)  as  a  reason  for  their 
regulation.  All  environmental  changes  Intaro- 
duced  by  man  are  not  necessarily  bcul  •  •  •. 

(A)  global  warming  produced  by  the  green¬ 
house  effect  of  Jchlmrofluorocarbons)  might 
extend  the  growing  season  further  nmrth  In 
Canada  and  the  Bovlet  Union.  Further¬ 
more,  the  natural  trends  In  global  climate 
span  periods  ranging  from  centuries  to  many 
thousands  of  years,  and  there  is  some  evl- 
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sumer  of  the  risks  associated  with  the 
ingredient,  and  of  the  reason  for  singling 
out  the  ingredient  for  mention.  The 
statement  could  even  be  misconstrued  as 
a  claim  that  the  presence  of  a  chloro¬ 
fluorocarbon  enhances  the  value  or 
desirability  of  the  product.  A  statement 
that  chlorofluorocarbons  may  affect  the 
upper  atmosphere  does  not  aw>rise  the 
cOTisumer  of  the  terrestrial  consequences 
of  the  atmospheric  effects  which  are  the 
real  cause  for  concern.  Ingredient  label¬ 
ing,  even  with  Improved  ncwnenclature, 
is  not  sufficient  since  all  consumers  may 
not  recognize  the  ingredient  of  concern 
by  name  or  be  aware  of  the  risks  posed. 
Furthermore,  an  ingredient  statement 
does  not  purport  to  be  a  warning. 

In  addition,  a  listing  of  Inactive  in¬ 
gredients  need  not  appear  on  products 
that  are  only  drugs.  Products  that  are 
cosmetics,  or  both  cosmetics  and  drugs, 
would  have  to  include  the  new  nomen¬ 
clature  tor  chlorofluorocarbon  propel¬ 
lants  In  the  ingredient  statement  In  ac¬ 
cordance  with  a  delayed  effective  date 
as  established  in  the  flnal  rule.  No  cutoff 
can  be  est£d>llshed  under  the  Fair  Pack¬ 
aging  and  Lid>ellng  Act  (15  U.S.C.  1454 
et  seq.)  pursuant  to  which  cosmetic  in¬ 
gredient  lab^ing  has  been  required,  for 
introduction  into  interstate  com¬ 
merce.  thus  making  the  timing  of  the 
use  of  the  new  nomenclatiue  more  im- 
certain. 

Ihe  NAS  Committee  recommended 
“informative  labeling'’  as  “an  aid  to  con¬ 
sumer  srif-reatralnt  •  •  *  and  to  c(m- 
sumer  preparation  for  possible  later  reg¬ 
ulation.”  The  Commissioner  believes  that 
a  warning  statement  is  likely  to  achieve 
these  purposes  more  effectively  than 
would  a  simple  change  in  nomenclature 
in  (he  statement  of  ingredients  or  a  de¬ 
scriptive  statement  that  the  product  con¬ 
tained  certain  ingredients.  Accordingly, 
the  Commissioner  (xmcludes  that  a  warn¬ 
ing  statement  is  appropriate. 

28.  A  comment  suggested  that  the 
warning  refer  specifically  to  the  risk  of 
an  Increased  Incidence  of  skin  cancer 
as  a  result  of  the  effect  of  chlorofluoro- 
oarbons  on  the  environment. 

Use  suggested  revision  of  the  proposed 
teat  is  not  being  made.  *Ihe  public  Is, 
iBidetstaDdably.  exceptionally  alarmed 
bar  ihfci  of  cancer.  A  reference  to  a 
ceacer  risk  on  the  label  should  be  ac- 
ocmpanled  by  a  careful  eaplanatlcm 
wlilch  may  require  a  leng^y  text. 
Furthermore,  a  reference  specifleaUy  to 
cancer,  even  though  stated  to  be  an  en¬ 
vironmental  effect,  could  without  further 
explanation  lead  some  consumers  to  be¬ 
lieve  the  risk  Is  greater  for  the  In¬ 
dividual  user  of  the  product,  an  Impllca- 
tioa  that  is  not  as  likely  with  the  refer¬ 
ence  to  the  “public  health”  In  the  warn¬ 
ing  established  by  this  regulation.  The 
public  may  be  ooncemed  about  the  past 
uses  of  s^-pressurized  containers  and 
the  eoosequenoes  to  the  health  ot  the 
bBinedlate  user.  The  brief  warning  estab- 
Uihed  by  this  regulation  informs  the 
public  of  the  general  nature  of  the  oan- 
seqnenees  of  dilorafluorocarbaii  without 
alanning  the  public  ■nwarrantedly  about 
past  Indlvkhial  exposures. 


29.  One  comment  urged  a  uniform 
Federal  approach  to  labeling  require¬ 
ments  because  it  might  discourage  a  pro¬ 
liferation  of  diverse  State  labeling  re¬ 
quirements  about  chlorofluorocarbon 
risks.  It  would  be  difficult  for  manufac¬ 
turers  to  comply  with  diverse  State  label¬ 
ing  requirements  In  view  of  the  national 
distrftNitfcm  of  many  products.  Another 
comment  urges  prom^  Federal  regula¬ 
tory  action  on  aerosols  containing 
chkHofluorocarbons  to  avoid  a  “crazy- 
quilt”  of  State  laws  requiring  warnings 
and/or  banning  products  that  may  be 
Incongnient. 

The  CTommissioner  believes  the  com¬ 
ments  have  considerable  merit.  The  Food 
and  Drug  Administration  strongly  en¬ 
courages  uniformity  in  the  labeling  re- 
qulranents  of  State  agencies  and  the 
Federal  government.  The  issuance  of  the 
FDA  warning  may  be  accepted  by  State 
governments  as  adequate  to  satisfy  their 
concerns.  Thus,  the  Interest  in  unlfonn 
labeling  requirements  provides  addi¬ 
tional  grounds  for  issuing  this  regula¬ 
tion. 

The  Commlssicmer  does  not  object  to 
State  laws  or  regulations  prohibiting  the 
use  of  chlorofluorocarbons  in  foods, 
drugs,  devices  and  cosmetics  or  estab¬ 
lishing  an  earlier  date  for  the  phaseout 
of  the  use  of  chlorofluorocarbons  in  these 
products  within  a  State  than  the  dates 
proposed  by  the  Commissioner.  State 
laws  or  regulations  prohibiting  use  of 
chlmnfluorocarbons  are  not  In  conflict 
with  FDA^i  general  objective  of  phasing 
out  nonessential  tises  of  chloroflnorocar- 
b(HiB,  and  these  provisions  do  not  pose 
the  same  risk  of  ccuisumer  confusion  and 
disruption  that  may  be  presented  by  di¬ 
verse  label  warning  requirements.  States 
may,  however,  find  it  unnecessary  to 
take  separate  action  to  prohibit  use  of 
chloroflumncarbons  because  of  the  ac¬ 
tion  being  taken  by  FDA. 

The  Food  and  Drug  Administration 
agrees  that  uniformity  among  Federal 
labeling  requirements  Is  also  desirable. 
As  already  discussed,  however,  FDA  be¬ 
lieves  that  a  warning  requirement  is 
necessary  rather  than  a  descriptive 
statement  of  contents  like  the  one  EPA 
has  establkflied  for  pesticides.  Federal 
labeling  requirements  apply  to  different 
products,  and  variations  among  Federal 
requirements  do  not  increase  the  bur¬ 
dens  on,  any  Individual  manufacturer. 
Thus,  there  is  not  as  great  a  need  for 
uniformity  among  Federal  requirements 
as  there  is  between  Federal  and  State 
requirements.  Furthermore,  since  FDA 
regulates  most  ot  the  uses  of  chloro* 
fluorocarbons  In  self -pressurized  con¬ 
tainers,  the  establishment  of  a  similar 
i^proach  by  n>A  and  the  Safety  Com- 
TTifandnin  for  the  warning  requirement 
may  be  suffleient  to  reduce  the  possibility 
of  divene  State  warning  requirements 
with  r^pect  to  chlorofluorocarbons. 

SO.  Some  eommrots  asked  that  the 
proposed  warning  be  reqtiired  even  on 
self-pressurised  containers  used  for  es¬ 
sential  products  containing  chlorofluoro- 
caibons.  They  thought  the  presence  of 
the  warnlnc  would  give  the  laanufM- 
turer  a  eontimilng  Ineenttve  to  find  al¬ 


ternatives  to  the  use  of  chlorofluoro- 
cartxsns. 

The  warning  has  not  been  required  for 
products  in  which  the  presence  of  the 
warning  might  discourage  consumers 
from  using  products  that  are  essential. 
The  Commissioner  agrees  that  alterna¬ 
tives  to  the  use  of  chlorofluorocarbons 
should  be  sought  even  for  uses  that  are 
essential.  Whenever  alternatives  become 
technically  feasible,  FDA  win -reconsider 
the  regulations  in  effect  governing  the 
use  of  chlorofluorocarbons  and  adl  ex¬ 
emptions  for  essential  uses.  Furthermore, 
interested  persons  may  request  recon¬ 
sideration  of  the  exemptions  at  any  time 
if  they  become  aware  of  technically 
feasible  alternatives. 

31.  Borne  comments  suggested  that 
the  warning  should  indicate  other  risks 
posed  by  use  of  self -pressurized  contain¬ 
ers,  including  the  risk  of  death  from  in¬ 
tentional  misuse.  One  comment  sug¬ 
gested  that  aerosols  bear  crossbones  on 
the  labeling  to  alert  consumers  to  a  risk 
of  death  frwn  "irreversible  heart  action" 
after  breathing  fluorocarbons.  The  com¬ 
ment  attributed  several  deaths  of  young 
people  to  this  cause. 

The  risk  of  breathing  fluorocarbons 
referred  to  in  the  comments  appears  to 
be  the  risk  from  intentional  misuse  of 
self -pressurized  containers  with  hydro¬ 
carbon  and  halocarbon  propellants.  The 
PDA  has  already  taken  action  with  re¬ 
spect  to  this  hazard  and  has  required 
containers  with  these  propellants  to  bear 
a  warning  about  the  tiric  of  death  from 
intentional  misuse,  e.g.,  21  CFR  740.11. 

32.  Two  comments  urged  that  the 
wuning  advise  use  In  a  well -ventilated 
room  and  caution  agairrst  use  of  self- 
pressurized  containers  containing  chlo- 
rofluorocarfoons  by  persons  with  chronic 
lung  or  heart  disease.  Another  comment 
urged  a  ban  because  Inhalation  of  cblo- 
rofluorocarboDs  may  cause  direct  ad¬ 
verse  physiological  reactions  for  asth¬ 
matics  and  people  who  become  sensiUaed. 

The  comments  were  directed  at  issues 
that  are  distinct  from  the  concerns  that 
prompted  the  proposed  warning;  there¬ 
fore,  those  persons  commenting  should 
file  a  citizen’s  petition  to  propose  a  new 
rule  to  cover  the  hazards  addressed  In 
the  comments,  and  the  pedtlon  should 
include  any  data  or  studies  they  rdy  on 
to  show  that  chloroflaoraearbans  pose 
the  risks  described.  The  Commissioner 
points  out  that  he  discussed  in  detail  In 
the  document  pidilished  in  the  Pkdexal 
Regzbtkr  of  March  3.  1975  (40  FR  8912) 
the  evidence  of  various  risks  from  aero¬ 
sols  to  the  immediate  users.  He  gave  his 
basis  for  concluding  that  the  need  for 
certain  other  warnings  about  cardiac 
toxicity  and  adverse  effects  on  the  pul- 
luotutry  system  had  not  been  sufficiently 
dmnonstrated  at  that  time. 

33.  Tliree  cMnments  argued  that  no 
waming  should  be  required  with  respect 
to  the  risks  from  chlorafluorocarbons 
because  it  would  dilute  the  efleettvonoss 
of  other  warnings  that  are  iwiuired  fin 
products  to  alert  oonsomen  to  more  Im- 
ndnent  haaards. 

The  CommlsBloner  rejects  the  oom-  I 
ments.  The  consumer  should  be  aHerted  ' 
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to  All  the  aerious  hAiarda  poeed  by  A  prod¬ 
uct.  While  the  impAct  of  wAmlncs  might 
be  reduced  if  numerous  statements  were 
Included,  the  Commissioner  concludes 
that  the  warnings  on  self -pressurised 
containen  are  iH>t  so  numerous  as  to 
make  the  dilution  effect  an  overriding 
concern  at  this  time. 

34.  A  number  of  the  comments  urging 
a  phaseout  came  from  school  children. 
Some  esmeased  concern  that  the  adverse 
consequences  of  present  uses  would  oc¬ 
cur  in  the  future  and  would  affect  them 
«-Tvl  future  generations  more  than  it 
would  affect  the  adults  who  use  the  prod¬ 
ucts  now. 

The  Commissioner  recognizes  the  fact 
that  the  ill  effects  of  chlorofluorocarbons 
may  fall  more  on  future  generations 
than  on  the  present  generation  <A  users. 
This  confirms  the  need  to  proceed  with 
a  mandatory  phaseout  rather  than  rely 
completely  on  voluntary  self-restraint 
coupled  with  a  warning. 

Hazards  From  Altcrnatives 

35.  In  (me  comment  a  beautician  re¬ 
ported  that  in  her  personal  experience 
as  a  beautician,  alternative  propellants 
and  prcxluct  delivery  systems  used  for 
cosmetics  in  lieu  of  chlorofluorocarbons 
caused  eye  Irritations  and  other  adverse 
effects.  The  comment  urged  FDA  to 
check  on  the  safety  of  the  alternatives 
and  to  consider  whether  the  alternative 
prcxlucts  posed  worse  hazards  than  chlo¬ 
rofluorocarbons.  The  comment  asked 
whether  companies  have  a  responsibility 
to  test  cosmetics  for  safety  before  mar¬ 
keting  them.  Several  other  comments 
expressed  com^m  about  the  flammabil¬ 
ity  of  alternative  hydrocarbon  propel¬ 
lants. 

The  Commissioner  recognizes  that  it 
is  possible  that  alternative  products  may 
also  pose  hazards  of  various  types.  The 
present  actl(m  relates  only  to  the  adverse 
effects  of  chlorofluoro<»rbons  upon 
stratospheric  ozone,  and  the  potential 
F^ysMoglc  hazards  from  other  prcxlucts 
are  not  within  the  scope  of  this  regula¬ 
tion.  It  Is  the  Commissioner’s  position 
that  manufacturers  should  substantiate 
the  safety  of  all  their  products  before 
marketing,  and  under  21  CFR  740.10, 
cosmetic  manufacturers  are  required  to 
warn  consumers  If  they  have  failed  to 
perform  testing  to  substantiate  the  safety 
of  products.  Furthermore,  products  must 
bear  warnings  necessary  or  appropriate 
to  prevent  a  health  hazard  that  may  be 
associated  with  the  product  (21  CFR 
740.1).  If  the  adverse  reactions  ass(x;l- 
ated  with  a  product  are  unreasonable, 
in  number  or  severity,  FDA  will  take  reg¬ 
ulatory  action.  (Citizens  may  petition 
FDA  to  take  regulatory  action  with  re¬ 
spect  to  any  risk  posed  by  regulated  prod¬ 
ucts.  It  would  not  be  appropriate,  how¬ 
ever,  to  leave  an  unsafe  pr(>duct  on  the 
market,  because  the  possible  risks  of  al¬ 
ternatives  were  not  yet  fully  known  and 
might  also  be  unacceptable.  Instead,  no 
unsafe  products  should  be  marketed.  The 
Pood  and  Drug  Adminfstratlon  endeavors 
to  ensure  the  safety  of  an  cosmetics  and 
products  It  regulates;  FDA  resources  are 
limited,  however,  and  In  some  in- 


ztancee.  including  with  respect  to  coe- 
metlea.  FDAk  statotocy  authority  needs 
strengthening.  Within  theee  constraints, 
PDA  will  continue  to  act  to  ensure  the 
safety  of  all  the  products  subject  to  the 
FPDCA. 

Plackmeht  Ain>  Small  ConTAiifzss 

36.  Many  comments  urged  the  Com¬ 
missioner  to  ensure  that  the  warning 
was  prominent  by  requiring  it  to  appear 
on  the  front  of  the  package,  rather  than 
on  the  back,  and  In  type  size  at  least 
Inch  in  height.  One  comment  pointed  out 
that  no  minimum  type  size  requirement 
exists  for  warnings  on  animal  druga. 

The  Commissioner  agrees  that  the 
warning  should  be  prominent,  but  be 
believes  that  the  proposed  requlremmt 
is  adequate  to  ensure  this  result.  The 
warning  must  be  conspicuous  at  the  time 
of  purchase,  and  <mllnarily  this  require¬ 
ment  could  not  be  satisfied  by  putting 
the  warning  only  on  the  ba<k.  The  warn¬ 
ing  need  not  necessarily  appear  on  the 
front  of  the  package.  For  example.  It  may 
appear  on  the  top  of  the  cap,  on  a  hang 
tag.  or  another  place  conspicuous  at  the 
time  of  purchase.  A  minimum  Mr, -inch 
type  size  Is  required  under  the  general 
regulations  applicable  to  certain  required 
labeling  on  foods  and  cosmetics,  and 
warnings  on  OTC  drugs  In  self-pressur- 
Ized  containers  (21  CFR  101.15(d)  (for¬ 
merly  21  C7FR  1.9(d),  prior  to  recodlfl- 
catlon  published  hi  the  Fedtrat.  Ttrr.-r'^r^ 
of  March  15. 1977  (42  FR  14302) ) ,  389.21, 
and  740.10).  If  this  wamlrt?  were  re¬ 
quired  to  be  In  a  larger  minimum  type 
size,  it  would  distract  attentlcm  from 
other  equally  Important  warnings  and 
information.  The  minimum  type  size  re¬ 
quirements  were  fixed  with  regard  to  the 
small  size  of  some  containers  and  the 
various  types  of  labeling  Information 
that  is  required  to  appear  on  packages. 

In  considering  these  comments,  the 
Commissioner  carefully  reviewed  the  size 
and  placement  requirements  In  the  pro¬ 
posal,  and  noted  that.  In  the  case  of  med¬ 
ical  (levices  and  animal  dnigs,  no  gen¬ 
eral  minimum  type  size  requirements 
now  exist.  Accordingly,  he  has  amended 
the  proposed  regulation  to  make  these 
products  subject  to  the  same  minimum 
^n-inch  type  size  requirement  appli¬ 
cable  to  other  products  to  which  the 
regulation  applies. 

37.  Two  comments  requested  an  ex¬ 
emption  for  “miniature”  self-pressurized 
containers  with  1  ounce  or  less  of  con¬ 
tents  because  of  the  length  of  the  warn¬ 
ing  and  the  dlfSculties  In  fitting  the 
warning  into  the  space  available  on  small 
containers. 

The  Commissioner  anticipated  the 
label  space  constraints  Inherent  in  small 
packages  of  self-pressurized  containers 
and  specified  In  the  proposed  rules  that 
“the  warning  may  appear  on  a  firmly 
affixed  tag.  tape,  cord,  or  sticker  or  sim¬ 
ilar  overlabeling  attached  to  the  pack¬ 
age.”  Although  -  these  alternatives  In¬ 
volve  additional  expense,  it  Is  clear  that 
they  are  practical  means  of  labeling 
small  self -pressurised  containers. 

38.  A  comment  urged  the  Commissioner 
to  require  the  proposed  warning  on  both 


the  immediate  container  and  the  label¬ 
ing  visible  at  the  time  of  purchase. 

The  Commissioner  adequately  dis¬ 
cussed  in  the  preamble  to  the  proposed 
rule  his  reasons  for  believing  that  a 
warning  a,^.  the  time  of  purchaee  would 
be  sufllcient.  The  oomment  provided  no 
new  information  to  alter  the  Commis¬ 
sioner’s  analysis. 

OEinsRAL  ExczrnoNs  From  WARiancs 

39.  Some  comments  expressed  support 
for  the  Commissioner’s  decision  not  to 
make  Uie  warning  applicable  to  prescrip- 
tkm  drugs  and  urged  a  similar  exemption 
from  the  phaseout  regulation. 

The  Commissioner  aooepts  the  com¬ 
ments  with  respect  to  the  warning,  but 
he  is  proposing  to  make  the  phaseout  ap¬ 
plicable  to  prescription  drugs  unless  the 
use  of  chlorofluorocarbcms  In  them  is  es¬ 
sential.  as  discussed  further  in  the 
phaseout  proposaL 

40.  One  comment  suggested  that  an 
exemption  should  be  provided  for  medi¬ 
cal  uses,  irrespective  of  their  essentiality, 
because  as  a  group  the  total  amount  of 
chlorofluorocarbons  used  for  this  pur¬ 
pose  was  small  and  would  not  pose  a 
substantial  risk.  Other  comments  siv- 
gested  that  small  packages  of  aerosol 
products,  e.g.,  those  having  less  than  1 
ounce  capacity,  be  exempted  from  the 
proposed  warning  statement  requlmnent 
and  the  proposal  to  phase  out  nonessen¬ 
tial  uses  of  chlorofluorocarbons  be<mu8e 
the  amount  of  chlorofluoroeaiiwns  re¬ 
leased  in  the  atmosirfiere  by  small  aerosol 
packages  amounts  to  only  a  fraction  of 
1  percent  of  the  total  amount  of  chloro¬ 
fluorocarbons  released. 

The  comments  are  not  accepted.  Vari¬ 
ous  minor  uses  of  chlorolluorocartxms 
may  appear  to  present  a  minimal  risk 
when  considered  individually  but  when 
cumulated  the  total  be<x>mes  significant. 
Moreover,  It  would  be  tnecpiltable  to  ex¬ 
empt  a  few  uses  on  this  basis  apart  from 
the  essentiality  of  the  use.  Tiie  whole 
class  of  nonessential  uses  ^ould  be 
treated  the  same. 

Essential  Uses:  Gxnxral  Comments 

41.  A  number  of  comments  were  ad¬ 
dressed  to  the  criteria  for  determining 
which  products  are  essential  and  should 
not  be  phased  out  or  required  to  bear  a 
warning.  It  was  suggested  that  the  rule 
relating  to  the  warning  requirement 
contain  a  procedure  tor  petitioning  to 
have  prcxlucts  exempted  from  the  warn¬ 
ing,  and  that  the  obligatlmi  to  Include 
a  warning  in  labeling  be  stayed  at  least 
for  OTC  drug  uses  while  su^  petitions 
were  pending. 

The  final  rule  establishing  the  warn¬ 
ing  requirement  indicates  the  prcxlucts 
which  are  exempt  as  essential  ivoducts. 
No  special  pr(x:edure  has  been  Included 
for  obtaining  additional  exemptions 
from  the  warning  recpilrement.  The 
Commissioner  has  considered  all  the  re¬ 
quests  for  exemptions  received  in  re¬ 
sponse  to  the  iH'oposal  and  has  discussed 
bdow  his  disposition  of  them.  Persons 
who  believe  additional  exemptions  are 
warranted  may  file  a  cltiaen’s  petition 
under  21  CFR  lOJO  (formerly  21  CFR 
2.7,  prior  to  recodlflcation  published  In 
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the  Federal  Register  of  March  22,  1977 
(42  FR  15553)),  to  amend  the  regula- 
tiim.  A  stay  of  the  regulations  will  not 
be  granted  absrat  an  extraordinary 
showing  that  It  is  warranted.  If  a  stay 
were  routinely  granted  with  the  filing  of 
a  petition,  numerous  imwarranted  re¬ 
quests  might  be  made  merely  to  obtain 
the  benefit  of  the  stay. 

The  phaseout  proposal  Indicates  that 
a  product  will  be  considered  essential 
only  if  there  is  no  technically  feasible 
alternative  to  the  use  of  the  chloro- 
fiuorocarbixi  In  the  product,  the  product 
provides  a  substantial  health  ben^t, 
environmental  benefit,  or  other  public 
benefit  that  would  not  otherwise  be  ob¬ 
tainable,  and  the  use  does  not  involve  a 
significant  release  of  chlorofiuorix^ar- 
bons  Into  the  atmosphere  or  the  release 
is  justified  by  the  benefit.  The  same  cri¬ 
teria  guided  essentiality  determinations 
with  respect  to  the  warning.  A  procedure 
tor  requesting  determinations  that  a 
prcxluct  is  essential  has  been  included 
In  the  phaseout  proposal.  It  is  appro¬ 
priate  to  include  such  a  procediu-e  in  the 
phaseout  regulation,  even  though  it  Is 
not  In  the  warning  regulation,  because  of 
the  Indefinite  long-term  effect  of  the 
prohibition  and  the  possibility  that  new 
products  providing  life-saving  or  other 
essential  tenefits  may  be  developed.  The 
criteria  for  essentiality  are  similar  for 
both  the  phaseout  and  the  warning.  The 
Commissions  notes,  though,  that  there 
is  less  reason  to  regard  products  as  ex¬ 
empt  from  the  warning,  since  the  warn¬ 
ing  does  not  prevent  marketing  or  use 
of  prcxlucts. 

42.  One  comment  criticized  the  Com- 
mlssions’s  criteria  for  essentiality, 
insofar  as  they  iu?plled  to  the  warning 
and  the  phaseout,  since  they  did  not  rec¬ 
ognize  that  a  product  may  be  essential 
because  it  "confers  unique  benefits  be¬ 
cause  of  its  aerosol  form."  In  additiim, 
several  comments  criticized  the  Commis¬ 
sions’s  determination  that  most  prod¬ 
ucts  in  self -pressurized  containers  are 
nonessential,  and  mentioned  the  csi- 
sumer  prefsence  for  self -pressurized 
cimtalners,  exactness  of  dose,  and  lon¬ 
gevity  of  storage  as  factors  showing 
essentiality. 

The  Commissioner  believes  the  essen¬ 
tiality  criteria  provide  for  an  appro¬ 
priate  recognition  of  all  factors  that  may 
make  a  product  essential.  A  self- 
pressurized  container  could  be  con¬ 
sidered  essential  if  the  form  conveys  a 
substantial  benefit  not  obtainable  from 
alternate  means  of  delivery.  The  Com¬ 
missioner  still  finds  that  almost  all  uses 
of  chlorofiuorocarbons  as  propellants  in 
FDA-regulated  products  are  not  essen¬ 
tial,  but  serve  principally  as  conven¬ 
iences.  Counterparts  to  self-pressurized 
containers  exist  that  perform  essen¬ 
tially  the  same  fimction.  The  appllca- 
tkm  of  the  essentiality  criteria  to  spec¬ 
ified  products  raised  in  the  comments  is 
discussed  below. 

43.  Several  comments  requested  that 
all  OTC  drug  manufacturers  using 
chlorofluorocarbon  pit^iellants  in  their 
drug  products  be  permitted  to  continue 
marketing  such  products  without  the 


necessity  of  a  warning  statement  until 
the  chloroflucnncarbcm  ban  becomes  ef¬ 
fective.  It  was  asserted  that  all  OTC 
drugs  in  self -pressurized  containers  con¬ 
fer  a  benefit  which  far  outweighs  the  rd- 
ative  rtsk  of  environmental  harm, 
especially  since  the  use  of  chlorofluoro- 
carbons  in  OTC  drug  products  ccmsti- 
tutes  such  a  small  percentage  of  chloro- 
fiuorocarbim  propellant  use.  In  additicm, 
these  comments  emphasized  the  essen¬ 
tial  part  that  OTC  drugs  play  in  our 
health-care  system.  Alternatively,  the 
same  comments  suggested  that  all  OTC 
"medicines"  containing  chlorofluorocar- 
bons  that  confer  a  health  benefit  or  that 
provide  mcure  than  consmner  conven¬ 
ience  be  exempt  from  the  warning  state¬ 
ment.  Anotho:  comment  supported  an 
exemption  for  medical  products  in  which 
the  dose  delivered  is  significant. 

As  stated  in 'the  preamble  to  the  pro¬ 
posed  warning  statement,  the  warning  is 
being  proposed  for  virtually  all  uses  of 
chlorofiuorocarb<His  in  self-pressurized 
containers  because  most  uses  are,  in  the 
Commissioner’s  judgment,  not  essential. 
Therefcx'e.  the  Commissioner  cannot  ac¬ 
cept  the  suggestion  to  exclude  all  O’TC 
dnigs  frc«n  the  warning  statement  be¬ 
cause  it  is  obvious  that  not  all  chloro- 
fiuorocarbon  uses  in  07X7  drugs  are  es¬ 
sential.  Antlpersplrants,  for  example,  are 
OTC  drugs  because  of  their  effect  <xi  the 
structure  and  function  of  the  body,  and 
a  self -pressurized  package  is  not  essen¬ 
tial  tor  these  products.  In  fact,  even  the 
comments  acknowledge  in  their  alterna¬ 
tive  suggestion  that  the  use  of  a  self- 
pressurized  container  for  some  OTC 
drugs  provides  merely  a  convenience  and 
not  a  health  benefit. 

The  fact  that  the  use  of  chlorofluoro¬ 
carbon  propellants  in  OTC  "medicines" 
is  estimate  by  the  ccxnments  to  be 
small — about  3  percent — of  the  total 
amount  of  chlorofluorocarbon  pr(H}el- 
lants  used  in  FDA-regulated  products  is 
not  the  only  criterion  to  be  used  in  de¬ 
termining  whether  or  not  the  warning 
statemmt  should  appear  on  OTC  drugs. 
In  addition  to  the  amoimt  of  chloro- 
fluor(x:arbons  used,  the  issues  of  feasible 
alternatives  to  the  use  of  chlorofluoro- 
cartions  and  the  benefit,  if  any,  derived 
from  the  use  of  the  chlorofiuorocarbons 
must  be  considered.  If  the  dose  delivered 
is  significant,  and  other  systems  cannot 
provide  an  equivalent  control  of  the  dose, 
this  would  be  an  important  factor  in  es¬ 
tablishing  that  a  specific  product  is  es¬ 
sential.  If  suitable  alternatives  exist, 
however,  or  if  there  is  no  significant 
benefit  derived  from  the  use  of  the 
chlorofluorocarbon,  the  warning  state¬ 
ment  is  apprc^riate  despite  the  fact  that 
the  amount  of  chlorofluorocarbon  used 
in  the  product  is  quite  small. 

Likewise,  the  inclusion  of  the  warning 
statement  on  certain  OTC  drugs  does  not 
imply  that  these  OTC  drugs  are  not  an 
essential  part. of  our  health  system.  It 
merely  means  that  the  use  of  chloro- 
flu(»’ocarbons  in  Uie  product  cimtainlng 
the  warning  is  nonessential,  l.e.,  that 
other  suitable  means  of  product  delivery 
exist  and  the  products  themstives,  in  a 
self -pressurized  container,  serve  only  as 


a  convenience,  providing  no  special  ben¬ 
efits  that  outweigh  the  risks  posed. 

Furthermore,  the  dtstincticm  between 
OTC  drug  prcxlucts  that  are  “medicines" 
and  those  that  are  not.  is  a  distinctiim 
suggested  by  the  comments,  whose 
meaning  is  imcertain.  The  amount  of 
chlorofluorocartxms  in  the  “medicines" 
category  depends  upon  the  meaning  to 
be  given  to  the  term.  If  a  product  were 
to  be  c(Hisldered  a  “medicine,"  and 
therefore  exempt  from  the  warning  and 
phaseout  merely  because  it  made  a  ther¬ 
apeutic  claim,  it  could  lead  to  a  prolifer¬ 
ation  of  questicxiable  claims. 

The  Commissioner  concludes  that  an 
OTC  drug  product  should  be  exempt 
frcnn  the  warning  statement  only  if  it  is 
determined  by  FDA  that  the  use  of  a 
chlorofluoiocarbon  propellant  in  the 
specific  product  is  essential. 

Each  ccxnment  received  requesting  an 
exemption  for  a  specific  OTC  drug  prcxl- 
uct  or  class  of  OTC  drug  prixlucts  from 
the  warning  statement  or  the  phaseout 
has  been  considered  and  discussed  below 
in  determining  what  OTC  drug  products 
should  be  exempt  from  the  warning 
statement.  The  Cixnmissloner  has  also 
discussed  below  comments  (m  the  notice 
of  intent  that  bore  on  the  essentiality  of 
prescription  drugs,  even  though  pre¬ 
scription  drugs  are  not  subject  to  the 
warning,  if  the  essentiality  issue  for  the 
prescription  drug  was  similar  to  that  for 
an  OTC  drug. 

Essential  Uses:  Specific  Products 

44.  In  addition  to  several  comments  re¬ 
questing  that  all  OTC  drug  prcxlucts  be 
exempted  fr(xn  the  warning  statement, 
many  other  ccmunents  requested  that 
one  or  more  specific  OTC  drug  prixlucts, 
or  classes  of  OTC  drug  products,  be  ex¬ 
empted  from  the  warning  statement. 
Many  of  these  same  commits  also  re¬ 
quested  that  a  specific  product  or  class 
of  products,  be  exempted  from  the  phase¬ 
out  regulaticxis.  Some  of  the  types  of 
drug  products  covered  by  these  comments 
include:  topical  analgesics,  sunburn 
remedies,  topical  antimicrobial  agents. 
Insect  bite  products,  topical  antifungal 
agents,  surgical  spray  dressings,  and  topi¬ 
cal  amti-inflammatory  agoits.  The  com¬ 
ments  argued  that  the  benefits  of  the 
products  for  human  health  far  outweigh 
the  problem  of  ozone  depletion.  Many  of 
the  comments  stressed  the  imavailability 
of  suitable  replacem^its  for  the  chloro¬ 
fluorocarbon  propellants,  the  small 
amount  of  these  pri^iellants  used  in  drug 
prcxlucts,  and  the  efficient,  ncxitrauma- 
tlzing  mode  of  application  afforded  by 
aerosols.  Some  of  the  ccxnments  also 
pointed  out  that  the  possibility  of  sec - 
(mdary  infections,  present  when  an  oint¬ 
ment  or  lotlcm  had  to  be  applied  with 
the  fingers,  would  be  greatly  reduced. 

With  respect  to  many  of  the  products 
identified  in  the  comments,  the  Commls- 
slcmer  believes  that  having  the  drug  in  a 
self-pressurized  container  is  a  conven¬ 
ience  to  the  user.  For  example,  it  is  rec¬ 
ognized  that  using  a  self-pressurized 
container  is  not  as  messy  as  applsdng  an 
ointment  or  cream.  The  fact  that  the 
drug  is  available  in  other  ddlvery  forms 
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Indicates,  however,  that  the  aerosol 
dosage  form  Is  not  necessary  for  the  dnig 
to  achieve  its  desired  effect.  Even  the 
aerosol  drug  products  used  to  treat  skin 
infections  are  available  in  other  dosage 
forms.  Thus,  it  would  appear  that  manu¬ 
facturers  have  not  co^dered  the  pos¬ 
sibility  of  secondary  skin  infections  to 
be  of  such  a  concern  to  preclude  their 
marketing  of  these  other  dosage  forms. 

The  active  ingredients  of  many  of  the 
drug  products  for  which  an  exemption 
was  requested  are  currently  being  sold 
in  other  forms,  such  as  ointment,  lotions, 
creams,  and  powders.  Thus,  it  appears 
that  other  forms  of  product  delivery 
exist.  Further,  it  would  seem  that  for 
some  of  these  products  where  the  actual 
amount  of  active  ingredient  delivered 
is  not  critical,  an  alternative  propellant 
or  a  mechanical  pump  could  be  used  in 
place  of  the  chlorofluorocarbon.  Accord¬ 
ingly,  the  Commissioner  concludes  that 
the  essentiality  of  their  use  has  not  been 
established. 

45.  Several  comments  requested  that 
drugs  in  self -pressurized  containers  in¬ 
tended  for  inhalation  in  the  treatment 
of  bronchial  asthma  be  declared  essen¬ 
tial  and  thus  exempt  from  both  the 
warning  requirement  and  the  proposed 
phaseout  regulations.  The  products  men¬ 
tioned  in  the  comments  were  either 
steroid-containing  products  or  OTC  and 
prescription  adrenergic  bronchodllator 
drug  products.  One  comment  requested 
that  “all  metered-dose  medicinal  aero¬ 
sols  for  inhalation  therapy”  be  exempted 
from  the  phaseout  regulations.  Another 
comment  requested  that  metered-dose 
steroid  aerosol  products  Intended  for  ap¬ 
plication  to  the  nasal  mucosa  be  ex¬ 
empted.  One  comment  urged  that  the  ex¬ 
emption  in  the  proposed  rule  for  drugs 
intended  for  “bronchial  asthma  attacks” 
be  broadened  to  Include  a  prophylactic 
Inhalant  used  to  prevent  asthmatic  at¬ 
tacks. 

Justiflcations  Included  in  these  com¬ 
ments  tor  the  continued  use  of  chloro- 
fluorocarbons  in  products  for  inhalation 
centered  around  several  different  facts. 
TTie  first  fact  was  that,  unlike  other  com¬ 
mercially  available  propellemts,  the 
chlorofluorocarbons  maintain  a  constant 
internal  canister  pressure  throughout 
the  shelf  life  of  the  product.  As  a  result, 
a  self-pressxulzed  container  eontaining  a 
chlorofluorocarbon  can  deliver  a  potent 
therapeutic  drug  in  precisely  metered 
doses,  with  the  last  dose  containing  the 
same  quantity  of  drug  as  the  first  dose. 
Further,  these  drugs,  because  of  their 
cholorofluorocarbon  propellant,  provide 
a  imiform  distribution  of  the  therapeu¬ 
tic  agent  in  small  particle  size  to  hard- 
to-reach  mucous  membranes.  Applica¬ 
tion  of  these  therai>eutlc  agents  in  this 
manner  achieves  the  therapeutic  objec¬ 
tive  with  lower  doses  of  medication  toan 
do  systemic  doses.  Another  factor  cited 
in  support  of  these  products  is  that  other 
forms  of  the  product  do  not  produce  the 
same  clinical  effect. 

The  Commissioner  recognizes  the  im¬ 
portance  chlorofluorocarbons  in  pro¬ 
viding  effective  metered  doses  for  use  in 
Inhalation  therapy  of  certain  diseases 


and.  in  general,  accepts  these  comments. 
He  does  not,  however,  believe  that  an  ex¬ 
emption  should  be  worded  as  broadly  as 
“all  metered-dose  medicinal  aerosols  for 
inhalation  thenq^y.”  Such  a  broad  ex¬ 
emption  would  cover  products  even  if 
another  suitable  form  of  product  delivery 
exists  for  the  treatment  of  the  particular 
disease  for  which  the  drug  is  recom¬ 
mended.  The  Commissioner  believes, 
therefore,  thait  the  proposed  exemptions 
should  not  be  in  broad  terms  but  should 
assure  that  only  essential  uses  of  self- 
pressurized  (xmtalners  with  chloroflu¬ 
orocarbon  propellants  are  exempted. 

Based  on  the  comments  received,  the 
Commissioner  is  proposing  that  the  fol¬ 
lowing  metered-dose  drug  products  for 
inhalaticm  be  considered  essential;  (1) 
Metered-dose  steroid  products  for  nasal 
inhalation,  (2)  metered-dose  steroid 
products  for  oral  inhalation  for  treat¬ 
ment  of  bronchial  asthma,  and  (S) 
metered-dose  adrenergic  bronchodilatcws 
for  oral  inhalation  for  treatment  of 
bronchial  asthma.  Tlie  first  two  types  of 
metered-dose  aerosols  are  all  prescrip¬ 
tion  drugs.  Some  products  in  the  third 
category  are  OTC  products,  while  others 
are  prescription  products,  depending 
upon  the  active  ingredient.  TTie  Commis¬ 
sioner  is  exempting  all  these  products 
from  the  proposed  phaseout.  The  warn¬ 
ing  requirement  does  not  apply  to  pre¬ 
scription  drugs.  As  proposed,  the  warn¬ 
ing  requirement  exempted  OTC  drugs 
Intended  for  direct  Inhalation  for  treat¬ 
ment  of  bronchial  asthma  attacks.  How¬ 
ever,  to  be  more  speclflc,  the  Commis¬ 
sioner  now  believes  that  this  class  of 
products  should  be  Identifled  as  metered- 
dose  adrenergic  bronchodllators  for  in¬ 
halation.  The  regulation  has  been  revised 
accordingly. 

The  prophylactic  inhalant  to  prevent 
asthma  attacks  referred  to  in  me  of  the 
comments  is  a  prescrlptim  drug  which 
would  not  be  subject  to  the  warning  re¬ 
quirement.  The  Commissioner  agrees  the 
use  is  essential  and  it  is  covered  by  an 
exemption  in  the  proposed  phaseout  reg¬ 
ulation  for  metered-dose  steroid  drugs 
for  inhalation. 

46.  One  comment  requested  that  the 
proposed  warning  statement  exemption 
for  OTC  drugs  be  broadened  to  Include 
“metered-dose  aerosols  for  medicinal 
therapy.**  The  comment  neither  identi¬ 
fied  any  specific  product  covered  by  such 
a  phrttfe  nor  did  it  Indicate  if  such  prod¬ 
ucts  were  OTC  or  prescription  products. 
The  comment  did,  however,  refer  to  the 
successful  use  of  a  metered-dose  aerosol 
drug  product  containing  a  decongestant 
as  a  substitute  for  a  plastic  squeeze 
bottle.  By  using  the  metered-dose  aero¬ 
sol  product,  the  commmt  indicated  that 
the  possibility  of  contaminating  the  con¬ 
tents  of  the  squeeze  bottle  through  mu¬ 
cous  and  associated  bacteria  being  drawn 
back  Into  the  container  would  be 
eliminated. 

The  Commissioner  recognizes  the  es¬ 
sentiality  of  metered-dose  aerosols  for 
delivering  certain  drugs.  As  stated  above, 
OTC  metered-dose  adrenergic  broncho- 
dilators  for  inhalation  have  been  ex¬ 
empted  from  the  warning  statement.  The 


Commissioner  concludes,  however,  that 
not  every  OTC  drug  in  a  metered-dose 
aerosol  would  necessarily  constitute  an 
essential  use  of  chlorofluorocarbons. 
Some  of  these  products  could  be  in  a 
metered-dose  aerosol  form  merely  for 
convenience  pxirposes.  Therefore,  the 
comment  as  submitted  is  not  accepted.  It 
is  noted,  however,  that,  in  addition  to  be¬ 
ing  used  for  OTC  drug  products,  me¬ 
tered-dose  aerosols  are  also  used  for  pre¬ 
scription  drugs,  and  as  already  discussed, 
several  tsrpes  are  considered  to  be  essen¬ 
tial  and  are  exempt  from  the  proposed 
phaseout. 

With  respect  to  the  alleged  advantage 
of  a  self-pressiulzed  container  over  a 
squeeze  bottle  for  nasal  application,  the 
Commissioner  is  not  aware  of  any  con¬ 
tamination  problems  associated  with 
squeeze  bottl^,  possibly  because  most  of 
the  nasal  sprays  in  squeeze  bottles  con¬ 
tain  a  bacterial  preservative.  However,  if 
such  contamination  of  nasal  sprays  in 
squeeze  bottles  is  presently  a  problem, 
comments  should  be  submitted  on  this 
issue  on  the  proposed  rule  to  phaseout 
chlorofluorocarlxm  propellant  uses. 
Therefore,  the  comment  as  submitted  is 
not  accepted. 

47.  Three  comments  requested  that 
OTC  contraceptive  vaginal  foams  be  ex¬ 
empt  from  the  phaseout  regulations  and/ 
or  from  the  warning  statement.  These 
comments  indicated  that  the  chloro¬ 
fluorocarbon  propellants  are  ciurrently 
the  only  available  propellants  that 
achieve  foams  of  proper  consistency  and 
stabfllty.  It  was  stated  that  the  foam  drug 
products  are  dependent  upon  two  char¬ 
acteristics  to  achieve  their  contraceptive 
effect;  one  the  active  spermicidal  agents 
and  the  other  the  physical  barrier  pro¬ 
vided  to  the  cervical  oe  due  to  the  con¬ 
sistency  of  the  foam.  In  addition,  it  was 
emphasized  that  contraceptive  foam 
products  are  an  essential  form  of  birth 
control  for  a  segment  of  the  population, 
and  the  use  results  In  very  little  release 
of  chlorofluorocarbons  to  the  atmosphere 
since  these  products  contain  10  percent 
or  less  of  chlorofluorocarbons. 

The  Commissioner  agrees  that  contra¬ 
ceptive  vaginal  foams  should  be  ex¬ 
empted  from  the  pn^xwed  phaseout  reg¬ 
ulations.  While  other  contraceptive 
methods  exist,  the  contraceptive  vagdnal 
foams  provide  a  method,  available  over 
the  coimter,  that  is  foun<l  acceptable  by 
a  small  select  population  of  females.  No 
satisfactory  substitute  propellant  has 
been  found  to  date^ccording  to  the  sub¬ 
missions,  and  there  is  the  risk  of  reduced 
effectiveness  or  safety  of  the  product 
through  use  of  the  wrong  propellant.  In 
the  absence  of  another  suitable  delivery 
system  for  applying  these  spermicidal 
agents,  the  Commissioner  concludes  that 
in  view  of  the  benefit  of  the  contraceptive 
vaginal  foams  that  would  not  be  obtain¬ 
able  without  the  chlorofluorocarbons  and 
the  small  amount  of  propellant  used, 
these  products  should  be  exempt  from 
the  proposed  phaseout  regulations  and 
from  the  warning  statement  required  on 
nonessential  uses  of  chlorofluorocarbons. 

48.  Two  eomments  urged  the  Commis¬ 
sioner  to  determine  that  cytology  flxa- 
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lives,  medical  adhesive  sprays  and  re¬ 
movers,  pre-tape  sprays  and  surgical 
lubricants  are  essential  and  that  their 
health  benefits  far  outweigh  the  orone 
depletion  risks.  One  comment  indicated 
that  the  only  available  alternative  pro¬ 
pellants  that  would  fimction  properly  in 
the  cytology  fixative  and  other  sprays 
were  fiammable  and  introduce  a 'usage 
hazard  in  hospital,  clinic,  and  laboratory 
environments. 

The  c3d»logy  fixative  spray  results  in  a 
superior  tissue  preparation,  especially  in 
the  preparation  of  Pap  smears,  "nie  Com¬ 
missioner  concludes  that  this  use  should 
be  regarded  sis  essentlsd,  smd  it  has  been 
exempted  from  the  wsuiiing  smd  the  pro¬ 
posed  phaseout.  Hie  ccmunents  did  not 
provide  sufficient  information  however, 
to  establish  that  any  of  the  other  devices 
discussed  in  these  comments  are  essen- 
tlsd.  Ihe  use  of  a  self-pressurized  con- 
tsdner  to  apply  medical  sidheslves,  lubri¬ 
cants,  and  other  substances  appesu's  to  be 
a  convenience  and  alternative  means  of 
application  are  possible,  e.g.,  liquid  s^i- 
hesives  tor  topicsd  application.  Accord¬ 
ingly,  these  uses  of  chlorofluorocarbon 
prop^ants  will  be  subject  to  the  warning 
requirements,  and  are  proposed  to  be 
phased  out,  but  the  Commissioner  will 
cimsider  further  Information  submitted 
hi  response  to  the  phaseout  proposal  that 
relat^  to  whether  these  uses  are  essen¬ 
tial. 

49.  One  cixnment  declared  that  certain 
personal  hygiene  aerosol  products,  in¬ 
cluding  foot  powder  spray  and  foot  and 
shoe  cooling  sprays,  are  **important  in 
terms  of  personal  cmnfort,  antiper- 
splrant  and  deodorizing  activity  for 
feet.”  Continuing  to  martcet  these  prod¬ 
ucts  was  reported  as  essential  to  the 
c<»npany’s  economic  well  being. 

The  Commissioner  does  not  disagree 
with  the  contenci(Hi  that  the  personal 
hsrglene  products  named  may  be  im¬ 
portant  to  some  persons  for  comfort,  but 
alternate  delivery  systems  are  available 
for  these  products,  e.g.,  powders.  No  al¬ 
ternatives  may  exist  that  provide  the 
equivalent  coolant  effect,  but  this  effect 
is  a  temporary  convenience,  and  interre¬ 
lated  with  the  propellant  use. 

50.  One  comment  inquired  about  the 
applicability  of  the  warning  requirement 
to  prescription  animal  drugs,  and  an¬ 
other  ccxnment  urged  that  prescrlptimi 
drugs  consider^  essential  for  human  iise 
be  deemed  essential  as  animal  drugs  as 
well. 

Ihe  Commissioner  intends  to  make  the 
regulation  applicable  to  all  animal  drugs. 
Essentiality  requires  an  examination  of 
alternatives  and  the  benefits  of  use  of 
products  and  these  factors  may  vary  with 
the  circumstances.  No  specific  informa¬ 
tion  was  submitted  to  show  that  any 
particular  animal  drugs  in  self-pres¬ 
surized  containers  with  chlorofluorocar- 
b(m  propellants  were  essmtial,  and  ac¬ 
cordingly,  no  exceptions  have  been  made 
for  animal  drugs.  Any  persm  who  be¬ 
lieves  a  use  is  essential  should  submit 
comments  in  response  to  the  proposed 
phaseout  showing  why  the  particular  use 
Is  believed  to  be  essential  under  the  cri¬ 
teria  stated  in  the  proposal. 


Timing  or  Regulatort  Action;  Ernc- 
TivK  Date 

51.  Several  comments  specifically  sup¬ 
ported  the  Commissioner’s  decision  to 
initiate  regulatory  action  at  this  time 
without  waiting  for  up  to  2  years,  as 
recommended  by  the  NAS  Committee,  for 
additional  research.  As  already  discussed, 
other  ccxnments  urged  a  delay  to  await 
further  research.  Still  other  comments 
expressed  a  strong  preference  for  imme¬ 
diate  regulatory  action,  with  several 
comments  expressly  endorsing  an  imme¬ 
diate  ban  on  use  of  chlorofluorocarbons. 
Some  comments,  favoring  an  Immediate 
ban,  disagreed  with  the  proposal  to  re¬ 
quire  a  warning  chi  the  grounds  that  a 
warning  would  be  futile  and/or  delay  a 
ban. 

The  Commissioner  disagrees  with  the 
comments  to  the  extent  they  urged  im¬ 
mediate  acticm  without  observance  of  the 
usual  notice-and-comment  procedures 
for  Issuing  rules.  Observance  of  these 
procedures  is  consistent  with  the  IM06 
Task  Force  reconunendation  that  agen¬ 
cies  Initiate  regulatory  action  at  pres«it 
so  that  thorough  and  thoughtful  action 
could  be  given  to  the  action.  Further¬ 
more,  an  Immediate  ban  would  not  have 
p^mitted  preparation  of  a  draft  en¬ 
vironmental  Impact  statement  for  the 
phaseout,  and  coordination  of  the  ban 
with  other  Federal  agencies.  The  Com¬ 
missioner  also  believes  that  a  reasonable 
period  for  a  phaseout  should  be  per¬ 
mitted;  accordingly,  he  has  not  proposed 
an  immediate  ban.  In  the  Commissi<mer’s 
Judgment,  the  warning  wUl  be  helpful  in 
reducing  uses  on  an  interim  basis,  and  it 
will  become  effective  shortly. 

52.  A  few  comments  urged  that  regu¬ 
latory  action  be  delayed  imtil  alternative 
hydrochlorofluorocarbon  propellants  are 
available,  or  it  is  definitely  known  that 
they  are  unsafe  and  would  not  be  mar¬ 
keted  in  the  future  for  personal  care 
products.  They  viewed  hydrocarbon  pro¬ 
pellants  as  undesirable  in  terms  of  prod¬ 
uct  performance,  consumer  preference 
and  the  increased  risks  of  flammability. 
Rather  than  have  aerosol  fillers  cease  to 
make  aerosol  products  or  switch  to  hy- 
drocarbcxis,  only  to  switch  again  at  extra 
cost  to  hydrochlorofluorocarbons  if  they 
became  available,  FDA  was  urged  to  wait 
”a  little  more  time”  for  the  completion 
of  toxiccdoglcal  testing  on  hydrochloro¬ 
fluorocarbon  propellants  that  could  be 
used  as  substitutes  for  chlorofluorocar¬ 
bon  propellants.  A  comment  stated  with¬ 
out  explanation  that  more  Information 
on  the  toxicity  of  hydrochlorofluorocar¬ 
bons  would  be  available  within  90  days. 

DuPont,  a  leading  producer  of  hydro¬ 
chlorofluorocarbons,  has  reported  (Ref. 
40)  that  adverse  toxicological  findings 
were  found  for  certain  hydrochloro- 
fiuorocarbons  in  initial  screening  tests 
for  mutagenicity  and/or  teratogenicity. 
As  a  result,  long-term  Inhalation  studies 
were  planned  and  “in  all  likelihood”  the 
company  will  not  offer  certain  hydro¬ 
chlorofluorocarbons  for  use  in  personal 
products  until  “approximately  January  1, 
1980.”  Information  was  also  submitted 
to  show  that  hsNlrochlorofluorocartHms 
do  not  pose  a  significant  risk  of  causing 


ozone  depletion  or  other  adverse  en- 
vironmoital  effects. 

A  delay  to  await  the  avallabiUty  of 
alternative  hydrochlorofluorocarbon  pro¬ 
pellants  is  likely  to  involve  a  considerable 
delay  well  into  1980,  with  no  assurance 
that  the  alternatives  would  be  found  to 
be  safe  and  available.  Alternative  prod¬ 
uct  delivery  systems,  such  as  pumps  and 
nonspray  products,  already  exist  for  most 
products  in  self-pressurized  containers 
using  chlorofluorocarbons.  Accordingly, 
the  Commissioner  concludes  that  a  delay 
to  await  further  testing  of  hydrochloro¬ 
fluorocarbons  that  may  possibly  be  used 
as  substitutes  is  not  warranted. 

S3.  One  comment  from  an  industry  as¬ 
sociation  reported  that  the  use  of  chloro¬ 
fluorocarbon  propellants  in  self-pres¬ 
surized  containers  is  declining  and  that 
today  two-thirds  of  all  aeroe<^  on  the 
market  use  other  propellants.  The  com¬ 
ment  suggested  that  this  decline  in  use 
warranted  postponement  of  all  regula¬ 
tory  actkm. 

The  Commissioner  believes  that  the  de¬ 
cline  in  the  use  of  chlorofluorocarbon 
propellants  is  a  welccnne  development. 
Other  reports  indicate  that  there  has 
been  a  decline  in  the  use  of  chlorofluoro¬ 
carbon  propellants  (Ref.  41).  The  C(Hn- 
missloner  also  recognizes  that  alterna¬ 
tive  product  delivery  means  are  being  ex¬ 
tensively  promoted  and  as  a  residt,  the 
use  of  chlorofluorocarbon  propellants 
may  decline  further.  The  switch  to  al-. 
ternatives  by  manufacturers  may  be  in 
anticipation  of  the  issuance  of  the  final 
rule  requiring  the  wsutxlng  and  the  effect 
a  warning  will  have  on  ccmsumer  pur¬ 
chases.  If  the  Cmnmissioner  indicated  he 
would  withhold  all  regulatory  action  tor 
a  considerable  period,  the  decline  may 
cease.  Thus,  the  present  decline  is  not  a 
Justification  for  postponing  all  action. 

The  decline  in  use  of  chlorofluorocar¬ 
bon  propellants  is,  however,  a  develop¬ 
ment  which  is  relevant  in  establishing  an 
effective  date  for  the  warning  require¬ 
ment.  Under  the  proposed  regulation,  the 
warning  would  have  been  required  on 
products  initially  introduced  into  inter¬ 
state  commerce  30  days  after  the  final 
rule  was  issued.  This  time  span  was  sh(x*t, 
and  it  was  recognized  that  it  would  ne¬ 
cessitate  costly  overlabeling,  and  perhaps 
some  distribution  difficulties,  but  it  was 
believed  necessary  to  require  fast  imple¬ 
mentation  of  the  warning  requirements 
so  that  consumo's  could  become  aware  of 
the  risk  and,  through  their  purchasing 
decisions,  reduce  the  use  of  chlorofluoro¬ 
carbon  propellants.  At  the  time  the  regu- 
laticxi  WAS  proposed,  it  was  not  possible 
to  foresee  the  extent  to  which  industry 
would  promote  alternative  product  deliv¬ 
ery  means,  apparently  in  anticipation  of 
the  potential  cwisumer  reaction  to  the 
warning. 

The  Commissicxier  believes  that  his 
basic  aim  of  reducing  nonessential  uses 
of  chloroflutH'ocarbon  propellants  is  be¬ 
ing  achieved  even  before  the  final  rule 
requiring  a  warning  beccnnes  effective. 
Accordingly,  it  is  possible,  consistent  with 
the  overall  aim  of  reducing  use,  to  extend 
the  time  for  complying  with  the  warning 
requirement.  By  extending  the  effective 
date,  the  warning  can  be  implemented 
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with  a  lesser  amoimt  of  costly  overlabel¬ 
ing,  and  with  less  potential  for  disrup¬ 
tion  in  distribution,  as  discussed  further 
below.  The  establishment  of  a  final  rule 
requiring  a  warning  with  a  fixed  effective 
date  in  the  relatively  near  future,  will 
maintain  the  incentive  manufacturers 
have  to  develop  and  promote  alternative 
delivery  systems  in  anticipation  of  the 
consumer  reaction  to  the  warning.  Thus, 
despite  the  extended  time  to  comply  with 
the  warning,  the  warning  requirement 
can  still  be  expected  to  achieve  its  basic 
purpose  of  reducing  use  in  the  interim, 
pending  a  phaseout. 

54.  A  number  of  comments  strenuously 
objected  to  the  Commissioner's  proposal 
to  require  the  warning  on  all  products 
labeled  or  initially  introduced  into  inter¬ 
state  commerce  on  or  after  30  days  from 
the  issuance  of  a  final  rule  requiring  a 
warning.  The  effective  date  was  viewed 
as  especially  onerous  to  the  extent  it 
would  have  required  additional  labeling 
on  fully  labeled  products  in  inventory. 
Some  comments  asserted  that  the  effect 
of  the  proposed  30-day  effective  date  was 
to  deprive  companies  of  their  right  to 
comment  since  the  only  way  to  comply 
with  the  requirement,  if  retained,  would 
be  to  order  complying  labels  even  before 
a  final  rule  was  adopted. 

The  comments  also  urged  that  the 
warning  be  required  only  on  new  perma¬ 
nent  labeling  ordered  after  the  effective 
date,  and  that  no  requirement  be  imposed 
that  would  necessitate  the  use  of  stickers. 
Stickers  were  described  as  impractical  be¬ 
cause  of  poor  adhesives  and  expense. 

In  support  of  these  views,  a  trade 
association  submitted  a  survey  of  its 
members  of  the  cost  of  and  time  needed 
for  compliance  with  the  requirement  for 
warning  labeling.  The  time  to  label  exist¬ 
ing  Inventory  with  stickers  or  other 
overlabeling  was  estimated  to  be  between 
5  and  31  weeks,  with  most  companies 
requiring  more  than  11  weeks.  The  di¬ 
rect  cost  was  estimated  at  between  6 
smd  8  million  dollars,  and  it  was  reported 
that  many  companies  would  have  to  sus¬ 
pend  shiiHnents  for  a  month  or  more  re¬ 
sulting  in  lost  sales.  The  time  estimates 
were  made  in  relation  to  “ideal  condi¬ 
tions."  If  all  companies  were  placing 
rush  orders  at  the  same  time,  the  time 
would  be  greater,  and  might  even  dou¬ 
ble.  Another  comment  considered  any¬ 
thing  less  than  6  months  to  sticker  exist¬ 
ing  inventory  to  be  “impossible.” 

The  direct  cost  of  labeling  new  pro¬ 
duction  with  stickers  was  estimated  to 
be  nearly  $3  million.  The  trade  associa¬ 
tion  estimated  that  between  4  and  15 
weeks  would  be  needed  for  companies  to 
be  prepared  to  apply  stickers  to  new  pro¬ 
duction,  with  most  companies  being 
ready  in  11  weeks.  It  was  reported  that 
some  companies  would  have  especially 
severe  difficulties  in  complying  because 
they  did  not  have  machines  on  hand  to 
apply  overlabeling. 

The  survey  also  included  estimates  of 
the  time  needed  to  include  the  warning 
in  a  permanent  labeling  change.  The 
total  time  for  processing  a  permanent 
labeling  change  under  ideal  conditions 
from  art  work  through  initial  shipment 


of  a  newly  labeled  product  in  Interstate 
commerce  was  estimated  as  varying  from 
6  weeks  to  over  45  weeks,  with  two- 
thirds  of  the  companies  needing  about 
6  months.  It  was  noted  that  the  length 
of  time  between  production  and  inter¬ 
state  shipment  was  long  in  some  in¬ 
stances  because  some  manufacturers 
produce  a  year's  supply  at  a  time  and 
inventory  it  for  shipment. 

The  comments  urged  several  different 
schedules  for  putting  the  warning  re¬ 
quirement  into  effect,  with  most  sup¬ 
porting  a  30-day  effective  date  for  order¬ 
ing  labeling,  6  months  for  labeling 
products,  and  12  months  for  initial  intro¬ 
duction  into  interstate  commerce.  It  was 
noted  that  an  early  effective  date  would 
have  a  relatively  greater  impact  on 
smaller  cMnpanies. 

The  Commissioner  is  persuaded  that 
the  30 -day  effective  date  would  impose 
unusual  practical  difficulties  particularly 
with  respect  to  stocks  of  fully  labeled 
containers  on  hand.  Accordingly,  he  has 
changed  the  effective  date  provision  to 
minimize  the  need  to  overlabel  existing 
inventory.  The  warning  will  be  required 
on  all  products  initially  introduced  Into 
interstate  commerce  6  months  after  the 
date  of  publication  of  this  final  rule.  Most 
companies  can  complete  a  permanent 
labeling  change  within  6  months  accord¬ 
ing  to  the  industry  survey. 

Use  of  some  stickers  or  other  overla¬ 
beling  may  nonetheless  still  be  neces¬ 
sary  for  some  companies.  This  will  par¬ 
ticularly  affect  products,  for  whi(^  a 
large  supply  is  produced  at  a  single 
time,  to  achieve  economies  of  scale,  with 
shipments  being  made  throughout  a  later 
period.  The  entire  existing  inventory 
does  not,  however,  have  to  be  overla¬ 
beled  before  the  effective  date.  The  com- 
[>anies  need  only  relabel  the  amount 
about  to  be  introduced  into  interstate 
commerce.  The  comments  did  not  indi¬ 
cate  how  much  time  was  needed  to 
meet  current  distribution  requirements 
and  maintain  distribution  on  a  contin¬ 
uing  basis.  The  Conunissioner  believes 
6  months  should  be  reasonably  adequate 
for  this  purpose. 

Setting  the  effective  date  earlier  than 
6  months  might  increase  the  impact  on 
products  with  heavier  sales  in  the  Christ¬ 
mas  season  which  are  ordinarily  shipped 
into  interstate  commerce  several  weeks 
in  advance.  An  earlier  date  would, 
though,  necessitate  increased  use  of 
stickers  and  other  overlabeling  on  these 
products  as  well  as  on  many  other  prod¬ 
ucts  that  do  not  have  this  type  of  sea¬ 
sonal  pattern. 

The  Commissioner  rejects  the  sugges¬ 
tion  ^at  a  12-month  effective  date  for 
compliance  be  established  for  products 
initially  introduced  into  interstate  com¬ 
merce.  The  establishment  of  an  effective 
date  for  initial  introduction  into  inter¬ 
state  commerce  is  important  to  prevent 
stockpiling  of  noncomplying  products 
by  manufacturers  for  delayed  shipment. 
While  a  1-year  effective  date  would  vir¬ 
tually  eliminate  the  need  for  any  over- 
labeling,  it  would  delay  inordinately  the 
appearance  of  the  warning  on  all  newly 
shipped  products.  This  could  reduce  the 


inc^tive  manufacturers  presently  have 
to  devdop  alternative  products.  If  the 
effective  date  were  set  at  the  maximum 
period  the  slowest  company  needed  to 
implemmt  permanent  labeling  changes, 
it  would  delay  the  warning  a  consider¬ 
able  time  and  long  past  the  time  most 
producers  would  need  to  include  the 
warning  in  labeling.  Accordingly,  the  ef¬ 
fective  date  has  been  set  at  6  months 
since  by  this  date  many  companies  can 
include  the  warning  in  permanent  label¬ 
ing,  with  no  need  to  overlabel,  and  those 
companies  who  cannot  complete  a  per¬ 
manent  change  within  6  months  should 
be  able  to  overlabel  their  remaining  in¬ 
ventory  without  inordinate  difficulty. 

The  Safety  Commission  staff  has  also 
attempted  to  minimize  the  need  for  over- 
labeling  in  developing  its  recommenda¬ 
tions  for  an  effective  date  for  the  warn¬ 
ing  labeling  that  the  Safety  Commission 
proposes  to  require  (Ref.  42) . 

Initial  intr^uction  into  interstate 
commerce  of  a  finished  product  for  pur¬ 
poses  of  this  regulation  means  the  first 
shipment  of  the  product  into  int«:state 
commerce  by  the  firm  marketing  the 
product.  There  must  be  both  i^slcal 
movement  in  interstate  commerce,  and 
passage  of  title  to  the  product.  Thus, 
mere  shipment  of  a  product  across  State 
lines  from  a  contract  filler  to  the  manu¬ 
facturer  of  the  product  would  not  con¬ 
stitute  initial  introduction  into  inter¬ 
state  commerce.  All  products  Initially 
introduced  into  interstate  commerce  be¬ 
fore  the  effective  date  may  continue  to 
be  distributed  and  sold  even  though  they 
do  not  bear  the  warning  statement.  A 
finished  product  is  a  product  which  has 
been  completely  manufactured,  pack¬ 
aged,  and  labeled. 

55.  One  comment  criticized  the  warn¬ 
ing  pr(H>oeal  because  the  time  schedule 
for  comments  did  not  allow  time  for 
comments  on  a  study  being  done  by  In¬ 
ternational  Research  and  Techncdogy 
Corporation  and  Policy  Models.  Inc., 
(IRT  Study)  iinder  contract  with  EPA, 
on  the  economic  impact  of  a  phaseout  of 
chlorofiu(»t)carbons  propellants.  The 
Commissioner  also  received  two  requests 
that  addltionsJ  time  be  allowed  for  the 
submission  of  ccHnments  on  the  draft 
Policy  Models,  Inc.,  study.  TTie  C?<Hnmis- 
sioner  extended  the  time  for  submission 
of  comments  to  the  docket  for  the  notice 
of  intent  on  the  draft  report  done  for 
EPA.  One  of  the  associations  requesting 
the  extension  subsequently  submitted  a 
late  ccxnment  to  the  docket  for  the  pro¬ 
posed  warning  stating  that  “we  reserve 
the  right”  to  submit  c<xnments  to  FDA 
on  the  final  report  assessing  the  eco¬ 
nomic  impact  of  a  phaseout. 

The  Food  and  Drug  Administration 
has  prepared  an  inflation  impact  state¬ 
ment  of  the  phaseout  of  chlorofluoro¬ 
carbon  propellants  being  proposed  by 
FDA.  The  statement  was  devel(H>ed,  in 
large  part,  on  the  basis  of  the  data  re¬ 
ported  in  the  IRT  Study.  Comments 
may  be  sutoiitted  (m  the  FDA  Inflation 
impact  statement  to  the  docket  for  the 
pnvosed  i^aseout.  In  developing  its 
phaseout  pr(HH>sal,  FDA  considered  the 
comments  on  the  draft  IRT  Study  sub- 
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mltted  in  re^nse  to  the  grant  of  an  ex- 
ten^n  of  time  to  comment.  The  Com¬ 
missioner  notes  that  the  submlssloDs 
emphasized  the  economic  Impact  re¬ 
ported  In  the  IRT  Study  and  the  many 
uncertainties  facing  the  aerosol  Industry 
about  the  safety  and  feasibility  of  po¬ 
tential  substitute  proptilants.  This  in¬ 
formation  essentially  duplicates  the 
timely  comments  sulanitted  cm  the  warn¬ 
ing  pr(HX)sal,  which  have  been  discussed 
above  in  this  document. 

The  Food  and  Drug  Administration 
prepared  an  inflation  impacrt  assesanent 
for  the  warning  requirement  at  the  time 
of  the  proposal,  and  considered  the  rele¬ 
vant  comments  submitted.  Furthermore, 
the  phaseout  action  being  proposed  by 
FDA  will  subsume  whatever  inflation 
Impact  the  warning  wUl  have  in  reducing 
use  of  chlorofluorocarbon  propellants. 
The  agency’s  Inflation  Impact  statement 
for  the  prc^X)sed  phaseout  evaluates  the 
Impact  comprehensively  for  the  overall 
action  b^ng  taken.  Thus,  the  Commis¬ 
sioner  concludes  that  with  respect  to  the 
warning  he  has  adequately  fulfilled  his 
obligations  under  Executive  Order  No. 
11821,  OMB  Circular  A-107  and  HEW 
guidelines  to  ccmslder  the  Inflation  Im¬ 
pact  of  regulatory  actions. 

Miscellaneous-  Cohkents 

56.  A  few  comments  urged  action  to 
prevent  ctdvertising  of  products  contain¬ 
ing  chlorofluorocarbons. 

The  Ccanmissionn*  has  no  jurisdiction 
over  advertising,  except  for  advertising 
for  prescription  drugs,  prodxicts  that  are 
not  subject  to  the  warning  requirement. 
He  points  out  that  whtaa.  use  Is  pro¬ 
hibited,  advertising  to  promote  the 
products  can  be  expected  to  cease. 
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42.  Memorandum  dated  April  6,  1977.  from 
Walter  R.  Holsky  and  Arlen  J.  Slobodov 
through  Joann  Langston  to  Elaine  Besaon  re 
Section  27(c)  Regulation  Requiring  Labeling 
of  Chlorofluorocarbon  Propellants. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  201  (n), 
301.  402,  403,  501,  502,  505,  507,  512,  601, 
602,  701(a) ,  52  Stat.  1041-1043  as  amend¬ 
ed.  1046-1048  as  amended,  1049,  1051- 
1053  as  amended.  1054-1055,  57  Stat.  463 
as  amended,  82  Stat.  343-351  (21  UJS.C. 
321  (n)),  331,  342,  343,  351,  352,  355,  357, 
360b,  361,  362,  and  371(a)))  and  the 
National  Environmental  Policy  Act  of 
1969  (sec.  102(2),  83  Stat.  853  (42  U.S.C. 
4332) ) .  and  under  authority  delegated  to 
the  C<xnmissioner  (21  CFR  5.1),  Chapter 
I  of  Title  21  of  the  Code  of  Federal 
Regulations  is  amended  as  follows: 

SUBCHAPTER  A— GENERAL 

PART  101— REGULATIONS  FOR  THE  EN¬ 
FORCEMENT  OF  THE  FEDERAL  FOOD, 

DRUG.  AND  COSMETIC  ACT  AND  THE 

FAIR  PACKAGING  AND  LABELING  ACT 

1.  By  adding  new  paragraph  (c)  to 
S  101.17  to  read  as  follows: 

§  101.17  Food  labeling  warning  slate- 
ments, 

•  •  •  •  • 

(c)  Self -pressurized  containers  with,  a 
chlorofluorocarbon  propellant.  (1)  In 
addition  to  the  warning  required  by 
paragraphs  (a)  and  (b)  of  this  section, 
the  label  on  each  package  of  a  food  in  a 
self -pressurized  container  in  which  the 
propellant  consists  in  whole  or  in  part  of 
a  fully  halogenated  chlorofluorocdkane 
(chlorofluorocarbon)  shall  bear  the  fol¬ 
lowing  warning: 

Warning — Contains  a  chlorofluorocar¬ 
bon  that  may  harm  the  public  health  and 
environment  by  reducing  ozone  in  the 
upper  atmosphere. 

(2)  The  warning  required  by  para¬ 
graph  (c)(1)  of  this  section  shall  appear 
on  an  appropriate  panel  with  such 
prominence  and  conspicuousness  as  to 
render  it  likely  to  be  read  and  under¬ 
stood  by  ordinary  individuals  under  nor¬ 
mal  conditions  of  purchase.  Hie  warning 
may  appear  on  a  firmly  affixed  tag,  tape, 
card,  or  sticker  or  similar  overlabeling 
attached  to  the  package.  The  warning 
shall  comply  in  all  other  respects  with 
§  101.2,  e.g.,  type-size  requirements. 

(3)  The  warning  required  by  para¬ 
graph  (c)  (1)  of  this  section  is  applicable 
only  to  self-pressurized  containers  that 
use  chlorofluorocarbons  in  whole  or  in 
part  as  a  propellant  to  expel  from  the 
container  liquid  or  solid  material  differ¬ 
ent  from  the  propellant,  but  the  warn¬ 
ing  is  not  applicable  to  the  use  of  chloro¬ 
fluorocarbon  as  a  stabilizer  in  food  top¬ 
pings  and  spreads. 


SUBCHAPTER  D— DRUGS  FOR  HUMAN  USE 

PART  369— INTERPRETATIVE  STATE¬ 
MENTS  RE  WARNINGS  ON  DRUGS  AND 
DEVICES  FOR  OVER-THE-COUNTER 
SALE 

Subpart  B — ^Warning  and  Caution 
Statemerrts  for  Drugs 

2.  By  adding  to  S  369.21  the  following 
new  paragraphs  at  the  end  of  the  listing 


for  Drugs  in  Dispensers  Pressiulzed  by 
Osseous  Propellants  to  read  as  fc^ows: 

§  369.21  Drogsi  warning  and  cantimi 
statements  required  by  regulations. 

•  •  •  •  • 

Drugs  nr  Dispemskss  Prkssurizxd  bt 
Gaseous  Propellants 

•  •  •  •  • 

In  addition  to  the  above  warnings,  the 
label  on  each  package  of  a  drug  in  a  self- 
pressurized  container  in  which  the  pro¬ 
pellant  consists  in  wh(rie  or  in  part  of  a 
fully  halogenated  chlorofluoroalkane 
(chlorofluorocarbon)  shall  bear  the  fol¬ 
lowing  warning: 

Warning — Contains  a  chlorofluorocar¬ 
bon  that  may  harm  the  public  health 
and  environment  by  reducing  the  ozone 
in  the  upper  atmosphere. 

This  required  warning  for  self-pres¬ 
surized  containers  that  contain  a  fully 
halogenated  chlorofluorocarbon  shall  ap¬ 
pear  on  an  appropriate  panel  with  such 
prominence  and  conspicuousness  as  to 
render  it  likely  to  be  read  and  under¬ 
stood  by  ordinary  individuals  under  nor¬ 
mal  conditions  of  purchase.  The  warn¬ 
ing  may  appear  on  a  firmly  affixed  tag, 
tape,  card,  or  sticker  or  similar  over- 
labeling  attached  to  the  package. 

The  warning  for  self -pressurized  con¬ 
tainers  that  contain  a  fully  halogenated 
chlorofluorocarbon  is  not  required  and 
should  not  be  used  for  metered-dose  ad¬ 
renergic  bronchodllators  for  oral  inhala¬ 
tion  and  contraceptive  vaginal  foams. 

The  warning  is  required  only  on  self- 
pressurized  containers  that  use  a  chloro¬ 
fluorocarbon  in  whole  or  in  part  as  a 
propellant  to  exi}el  from  the  container 
liquid  or  solid  material  different  from 
the  propellant. 

«  •  •  •  • 

PART  501— ANIMAL  FOOD  LABELING 
Subpart  A — General  Provisions 

3.  By  adding  to  S  501.17  new  paragraph 
(c)  to  read  a't  follows: 

§  501.17  Animal  food  labeling  warning 
statements. 

•  •  •  •  • 

(c)  Self -pressurized  containers  with  a 
chlorofluorocarbon  propellant.  (1)  in  ad¬ 
dition  to  the  warning  required  by  para¬ 
graphs  (a)  and  (b)  of  this  section,  the 
label  on  each  package  of  a  food  in  a 
self-pressurized  ccoitainer  in  which  the 
propellant  consists  in  whole  or  in  part 
of  a  fully  halogenated  chlorofluoroal¬ 
kane  (chlorfluorocarbon)  shall  bear  the 
following  warning : 

Warning — Contains  a  chlorofluorocar¬ 
bon  that  may  harm  the  public  health 
and  environment  by  reducing  the  ozone 
in  the  upper  atmo.^phere. 

(2)  The  warning  required  by  para¬ 
graph  (c)  (1)  of  this  section  shall  appear 
on  an  appropriate  panel  with  such  prom¬ 
inence  and  conspicuousness  as  to  render 


tached  to  the  package.  The  warning  .«*h«.ii 
comply  in  all  other  respects  with  i  501.2, 
641..  type-size  requirements. 

(3)  The  warning  required  by  para¬ 
graph  (c)  (1)  of  this  section  is  applicable 
only  to  self-pressurized  containers  that 
use  a  chlorofluorocarbon  in  whole  or  in 
pcut  as  a  propellant  to  expel  from  the 
container  liquid  or  solid  material  differ¬ 
ent  from  the  propellant. 


PART  505 — INTERPRETIVE  STATEMENTS 

RE:  WARNINGS  ON  ANIMAL  DRUGS  FOR 

OVER-THE-COUNTER  SALE 

Subpart  B — Required  Warning  and  Caution 
Statements 

4.  By  addin^^to  S  505.10  the  following 
new  listing  forDispensers  Pressurized  by 
Gaseous  Propellants  for  Drugs,  to  read 
as  follows: 

§  505.10  Animal  drug  warning  and  cau¬ 
tion  statements  required  by  regula¬ 
tions. 

•  •  •  •  • 

Dispensers  Pressurized  by  Gaseous 
Propellants  for  Drugs 

The  label  on  each  pcu;kage  of  a  drug 
in  a  self -pressurized  container  in  which 
the  propellant  consists  in  whole  or  in 
part  of  a  fully  halogenated  chlorofluoro¬ 
alkane  (chlorofluorocarbon)  diall  bear 
the  following  warning: 

Warning — Contains  a  chlorofluoro¬ 
carbon  that  may  harm  the  public  health 
and  environment  by  reducing  ozone  in 
the  upper  atmosphere. 

This  required  warning  for  self-pres¬ 
surized  containers  that  contain  a  fully 
halogenated  chlorofluorocarbon  shall 
appear  on  an  appropriate  panel  with 
such  prominence  and  conspicuousness  as 
to  render  it  likely  to  be  read  and  under¬ 
stood  by  ordinary  individuals  imder 
normal  conditions  of  purchase.  The 
warning  may  appear  on  a  flrmly  affixed 
tag,  tape,  card,  or  sticker  or  similar  over- 
labeling  attached  to  the  package.  The 
warning  shall  aptpear  promln^tly  and 
conspicuously  as  compared  to  other 
words,  statements,  designs,  or  devices 
and  in  bold  tin^e  (m  contrasting  back¬ 
ground,  but  in  no  case  may  the  letters  be 
less  than  Vie  inch  in  height. 

The  warning  is  required  only  on  a  self- 
pressurized  container  that  uses  a  chloro¬ 
fluorocarbon  in  whole  or  in  part  as  a 
propellant  to  expel  from  the  container 
liquid  or  solid  material  different  from 
the  propellant. 

•  •  «  •  • 


SUBCHAPTER  G — COSMETICS 

PART  740— COSMETIC  PRODUCT 
WARNING  STATEMENTS 

Subpart  B — ^Warning  Statements 

5.  By  adding  to  8  740.11  new  para¬ 
graph  (c)  to  read  as  follows: 

§  740.11  Cosmetics  in  self-pressurized 
containers. 

•  •  •  •  • 

(c)  (1)  In  addition  to  the  warnings  re¬ 
quired  by  paragraphs  (a)  (1)  and  (b)  (1) 
of  this  section,  the  label  on  each  pack¬ 
age  of  a  cosmetic  in  a  self-pressurized 


it  likely  to  be  read  and  understood  by 
ordinary  Individuals  under  normal  con¬ 
ditions  of  purchase.  Hie  warning  may  w>- 
pear  on  a  flrmly  affbced  tag,  tape,  card, 
or  sticker  or  similar  overlabeling  at¬ 
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eontalner  in  which  the  propellsoit  con- 
dsts  In  whole  or  In  part  of  a  fully  halo- 
genated  chlorofluoroalkane  (chlorofluo¬ 
rocarbon)  shall  bear  the  following 
warning: 

Wamino — Contains  a  chlorofluorocar¬ 
bon  that  may  harm  the  public  health  and 
environment  by  reducing  ozone  In  the 
upper  atmosphere. 

(2)  Ihe  warning  required  by  para¬ 
graph  (c)(1)  of  this  section  shall  appear 
on  an  appropriate  panel  with  such  prom¬ 
inence  and  conspicuousness  as  to  render 
it  likely  to  be  read  and  tmderstood  by 
ordinary  individuals  under  normal  con¬ 
ditions  of  purchase.  The  warning  may 
appear  on  a  firmly  afi^ed  tag,  tape,  card, 
or  sticker  or  similar  overlabeling  at¬ 
tached  to  the  package.  The  warning  shall 
comply  hi  all  other  respects  with  S  740.2, 
e.g.,  type-size  requirements. 

(3)  The  warning  required  by  para¬ 
graph  (c)(1)  oi  this  section  is  applicable 
cmly  to  self-pressiu-lzed  containers  that 
use  a  chlorofluorocarbon  In  whole  or  In 
part  as  a  propellant  to  expel  from  the 
container  liquid  or  solid  material  dif¬ 
ferent  from  the  propellant 


SUBCHAFTER  H— MEDICAL  DEVICES 
PART  801— LABEUNG 

Subpart  H — Special  Requirements  for 
SpKific  Devices 

5.  By  adding  to  Part  801  new  I  801.425 
to  read  as  follows: 

§  801.425  Nonrestricted  device*  in  adf- 
presfiurized  container*  with  chlonn 
fluorocarbon  prc^Ilants. 

(a)  The  label  on  each  package  of  a 
ncmrestrlcted  device  In  a  self -pressurized 
container  in  which  the  propellant  con¬ 
sists  In  whole  or  In  part  of  a  fully  halo- 
genated  chlorofluoroalkane  (chlorofluo¬ 
rocarbon)  shall  bear  the  following  warn¬ 
ing: 

Warning — Contains  a  chlorofluoro¬ 
carbon  that  may  harm  the  public  health 


and  environment  by  reducing  ozone  In 
the  upper  atmosphere. 

(b)  The  warning  required  by  para¬ 
graph  (a)  of  this  section  shall  appear 
on  an  appropriate  panel  with  such  prom¬ 
inence  and  conspicuousness  as  to  render 
it  likely  to  be  read  and  understood  by 
ordinary  Individuals  under  normal  con¬ 
ditions  of  purchase.  The  warning  may 
appear  on  a  flrmly  aflSxed  tag,  tape,  card, 
sticker  or  similar  overlabeling  attached 
to  the  package.  The  warning  shall  ap¬ 
pear  prominently  and  cohspicuously  as 
compared  to  other  words,  statements, 
deslgms,  or  devices  and  In  bold  type  on 
contrasting  backgroimd,  but  In  no  case 
may  the  letter  be  less  tlian  M*  inch  In 
height. 

(c)  The  warning  In  paragraph  (a)  of 
this  section  Is  not  required  and  should 
not  be  used  for  products  Intended  for 
metered-dose  adrenergic  bronchodllaton 
for  oral  Inhalation,  and  for  cytology  fixa¬ 
tive  uses. 

(d)  The  warning  required  by  para¬ 
graph  (a)  of  this  section  is  applicable 
only  to  self -pressurized  containers  that 
use  a  chlorofluorocarbon  in  whote  or  In 
part  as  a  propellant  to  expel  frbm  the 
container  liquid  or  solid  material 
different  from  the  propellant. 

Effective  date:  These  regtilatl<ms  shall 
be  effective  October  31,  1977  for  finished 
products  Initially  Introduced  Into  inter¬ 
state  cmxunerce  on  or  after  that  date. 

(Sec*.  301  (n),  SOI,  402,  403,  601,  802,  505,  607, 
613,  001,  003,  701(*),  62  SUt.  1041-1043  *8 
emended,  1046-1048  as  amended,  1049,  1061- 
1063  a*  amended,  1054-1066,  67  Stat.  463  as 
amended,  83  Stat.  S43-S61  (31  Uh-C.  331  (n). 
331,  342,  343,  351.  352,  355,  357,  360b,  361,  362, 
and  371(a));  sec.  101(2),  83  SUt.  853  (42 
n.S.C.  4332) .) 

Dated:  April  25, 1977. 

Shxrwin  Gardner, 

Acting  Commissioner 
of  Food  and  Drugs. 
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